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THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA . HEW JERSEY D70594-3608 » 207/271-4800

November 22, 2011

Document Processing Desk

Office of Pesticide Programs (7504P)
US Environmental Protection Agency
Room $-4800, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 222024501

Attention:  Mr. Richard Gebken (PM # 10) D A

e

RE: HARTZ REF #128, EPA Reg. No. 2696-RAG - [/, 3
HARTZ REF #129, EPA Reg. No. 2596-RAU -/ £ </
HARTZ REF #130, EPA Reg. No. 2696-RAL~ /(
HARTZ REF #131, EPA Reg. No. 2696-RAl" /, &

SUBMISSION OF REVISED DATA MATRICES

Dear Mr. Gebken:

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094-3688 is
submitting revised Data Matrices for the above listed products. These revisions
incorporate all comments provided in the DER’s completed in late July and early
August of 2011. Requested changes to MRiD's are reflected here.

The Agency will now be able to conclude their reviews and assign the proper
label text categorizations for the products. Additionally, MRID numbers have
been included for all Product Chemistry citations made on behalf of these 4

registrations

If you have any questions or need any additional information, please feej free o
calt me at (201) 2714800, ext. 7202 or mailto;rrosenwasser@hartz.con.

Sincerely yours,

Jurke—
Rolert Rosenwasser N
Regulatory Affairs Agent



Form Approved ORE No. 20700080 |

UNITED STATES ENVIROMMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paporwork Reduction Ast Notice: The public reporting burden for this cofiection of infonmation Is astimated 1o average Q.25 hours per rosponse for registraion aclivities and 0.25
houra per respansa for reregistration and special review activitles, includting fime for reading the Instruction and completing the necessary forms. Send commeanis regarding the
burden estimate or any other aspect of ihis collection of information, including suggestions for reducing the burden to Dirgetor: OPPE Information Management Divigion {2137 1.8,
Environmental Protection Agency, 401 I Street, S\, Washinglon, RC 20468, Do not send the form to this address.

| DATA MATRIX
Date  November 22, 2011 EPA Reg. No. 2506-RAL | Page 1 of2
Appticant'siRegistrant's Name & Address: Hartz Mountain Comporalion, 400 Plaza Oy, Prothict ;
Secaucus, N1 07084 Hartz Reference #1130 i
Ingrediant Fipronil, {(S)}-methoprens
Guideline Refarence Numbsr ) Guideline Study Name MRID Number Submitter Status Note
830.1850 Product identlfication and composiion 48378002 Harlz O
830-1600 Beglning materisls 43379002 Hartz Owre
8301650 Description of formulation processe 48379002 Hartz [ Onsiry
430-1570 Formation of impurities 28378002 Hartz ! Cwain
830-1750 Cedified Smits 37a007 Harkz 9572
830-1800 Enforcement analytical method 48370003 : Harlz 0
830-8302 Color 483789001 Hartz - Owen Salf-cartification
830-6303 Fhysical state 48370001 Harfz Cwn Seté-certification
830-6304 Cdor 483780014 Harlz ity Sel-cartification
8308314 | Quidation/Reduction Waiver Harlz Ot Seli-centification
830-8315 Flammability 48379004 Harlz Cram Self-cariification
830-8316 Explodahbility Vilakver End uss product is qot patentiaily explosive.
830-8317 Storage stebillly To be sybmitted Hariz Own In progress
830-6316 Miscibility Waiver End use product is not to be dilufed with petroleum solvents,
Slgnatiir / . K.._,.-‘;:’j gzbméfta;:szgraswr : o
;; L Regulatory Affairs Agent Noverriber 22, 2011




Fomh Apgiraved G Wo. JeTGaed |
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW. ,
WASHINGTON, D.C. 20460 1
Paperwork Reduction Act Nofice: The pubiic reporting burden: for {his eoliection of information is estimated to average 0.25 nours per response for registration activities and 0.25 |
i hours per regponse for reregistration and speciel review activities, including time for reading the instruction and completing the necessary forms, Send comments regarding the |
burden estimate or any other aspect of this coliection of nformation, including suggestions for reducing ihe burden to Director: OPPE [nformation Management Division (2137 U.S.
Environmental Protection Agency, 401 M Street, SW., Washington, DC 20460, Do not send the forn fo this address.
DATA MATRIX
Date  November 22, 2011 EPA Reg. No. 2596-RAL | Page 2 a2
Applicant's/Registrant's Name 8 Address: Hartz Mouniain Corporation, 400 Plaza Dr., Praduct :
Secaucus, NJ 07084 Harlz Reference #130
irgredient Fipronit, (S)-methoprene
Guidedine Reference Number - Guideline Shudy Mame MRID Number Submitter Status Mote
830-8320 Cofrosion characteristics To be submitied  Hariz Oven In prograss
§30-8321 Dielactric breakdown vollzgs Waiver Engd use product is net io be used around aloctical equinment.
§306-7000 pH Waiver Erid use proglict is not to be dispatsad with water.
830-7100 Viscosity 48379001 Hariz Own Self cedification
830-7300 Densify AG3THOM Hartz Own Self-cerlification
#70-1100 Acute cral toxicity 43851703 Barial
870-1200 Acille darmal toxicity 43577706 Merial
870-1300 Acute inhalation toxcity Waiver Merial
8762400 Acute eye iitatios: 44842006 Meriai
870-2500 Acute dermal irritation 44942007 Menal
870-2600 Skin sansitization 44942008 perial
810.3300 Product performance, efficacy 44942105, 44942106, Meriz!
45612701, 45620501,
45620504, 45820505,
45620508 445868801,
45866902, 43677745 |
B70.7200 Bomestic Animal Safety 43063602, 45812702, | Menal
vl P 45520507, 45143901
s K e ) Crate
Signature P Sy - Hame and Title
g .f"f.:“a‘_,e'gi\%yr" ) ,/éﬁ:g o Robert Rosenwasser , N 22 2014
S P Regulatory Affairs Agent ovember 22, 201
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Experts In-Processing Signature:

L pm s (W

FAST-TRACK _2{@% ? /Z‘ompleteﬂess Screening Checklist

EPA Rc,g Number: ‘25?5 AR .. ]

( EPA Receipt Dater .,'J?/ 2'-///

=T PRTSEI N D :
s ) e
G L =,
PRI = .!_

Application ¥Form (EPA Form 8570- 1) s1gncd'?

1

‘“"—'Irv-«--—-——»....,
b

Certification with Respect to Citation of Data (EPA Form 8570-34) ]
signed? _ !
i

j |

| |
f |
fl Confidential Statement of Formula (EPA Form 8570-29) mSignmi‘? f Vv l !
) ’ 1

f | T
|

i

|

1

[ Formulator’s Exemption Statetient (EPA Form 8570-27) - signed? ( L

! ]_)ata Matriz (EPA Form 8570-35) [Applicable, for adding me-100 uses)

a) Selective Method?
b) Cite-All Method? Applicant owns data or list only the companies

offered to pay .
) Public copy of Mamx prowded? See PR Notice 98-

|

{ Is Label Included? (5 copies)

Corminents:




Prird Lattar

- Erter tore informetion

Tracking




Fee for Service {894961B~
j This package includes the following ‘ for Divisit.z-t:
“New Registration i | °AD
* Amendment l il
| || °RD
' “Studies?  “Fee Waiver?

Jvolpay % Reduction:

Risk Mgr. [ 10

Receipt No. S-| 894961
EPA File Symbol/Reg. No. 2596-RAL
Pin-Punch Date: 51212011

This item is NOT subject to FFS action.

T ActiomCode:— — Parent/Child Decisions: |

Requested:

Granted:

é Amount Due; $ ‘
Jﬂ@:a sppned= Bl s[s] 1]
7 inert Cle (_le nd L Uncleared Inert in Product
Reviewer: X T e Dater Ty~ A\
Remarks: |

,?\Lfg Q»Ly ANSS



50— -
ovzin

M@M@E&.E‘E@Eﬁm

Date: a1 B

To: P 30 , Regulatory Manager

From: Information Services Branch, ITRMD

Your receipt of this data submission 1s not an
indication that MRIDs for the enclosed studies have
been posted to OPPIN.

We expect that it will be approximately 5 days
from the above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-5363).

This 15 a: .’Sj/f/fully accepted submission
[T partially accepted submission
J rejected submission



To the Document Center (ITRMD)

*Please transfer-jacket/mini-jacket to the Product Manager
Team circled below:

Minor Use Section: PM -5

Insecticide Branch: P/Ii/l -16/ PM-13
,VM’I’;” .

Herbicide Branch: PM-23 PM-25
Fungicide Branch: PM-20 PM-21 PM-22

Insect/Rodent Brahch: PM-1 PM-7

*Reminder to PM - If applicable, pick-up data from the
Screening Room.

Processed by RDD’s Completeness Check Team

PN 3 ot

(Team Member Sighature) {Date)



Devlsion Status

Trackiryg

Create Resubmission

FFS Lefters

iy Lemliens b RRn

Actinn Cade History

Secontary Decision

10



Prirt Letter

Enter More Information

Tracking

PiFen 2011
Dafeba0it  jig

ViewsEdt |

11



21-Day Screen Completed by
Contractor

21-Day Expireson ___ 3S- /-]

Jacket# 255¢ - rAC
MRID# ¢35373% 0 |

Content Screen: Recommended to
Pass/Fail

86-5 Review: Passed/Failed/NA

Overall Status: @Fail

Transfer This Jacket to:

a_gﬁ[tj() Z’.(_«J ch Amé/i

?0\'1 [ O 12\’[



PRIA 2 — 21 Day Content Screen Review Worksheet
{(EPA/OPP Use Only)
3/23/09
21 Day Screen Start Date: ,9 0~ 0% AN
Experts In-Processing Signature: AR MAWwESew Datefm Wit Fee Paid: Yes
Division management contacted on 1ssucs  No Yes Date

EPA Reg. Number: 2‘-5 o éj - pﬂ[___ EPA Receipt Date: OQ, (‘:y‘c'q) » f}_&\ l

Items for Review Yes | No | N/A*

Application Form (EPA Form 8570-1)link to form) signed & complete N
including package tvpe )(

Confidential Statement of Formula all boxes compleied, form signed, and /)(

dated (EPA Form 8570-4) (Link to form)

a) Al inerts (link o htp//www epa. gov/opprd001/inerts/), yes no
including fragrances, approved for the proposcd uses (see |,
Footnote A) /<

Certification with Respect to Citation of Data (EPA Form 8570-34) (Link ta |
form) completed and signed (N/A if 100% repack) /<

L

Certificate and data mnatrix consistent

yes | no

Ii applicant is relying on data that are compensable, is the offer
to pay statement included. (see Footnote B}

If applicable, is there a letter of Authorization for exclusive use only.

Formulator’s Exemption Statement (EPA Form 8570-27) {Link to form)
4 | completed and signed (N/A of source is unregistered or applicant owns the N
technical)

Data Matrix (EPA Form 8570-35) (Link to form) both internal and exterpal
coptes {PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% X
yepack)

yes
a) Selective Method (Fee calegory experts use) L

b) Cite-All (Fee category experts use)

¢) Applicant owns all data (Fee category experts use)

% Copies of Label (link to http://www.epa.gov/oppfead1/abeling/lrm/)
6 | (Electronic labels on CD are encouraged and guidance is available)( link to ><
hitp:/www.epa.gov/pesticides/reguiating/registering/submissions/index. himi#labels

)




Is the data package consistent with PR Notice 86-5 (link 10 PRN 86-5)

Netice of Filing (link to

hitp://fwww.epa.gov/pesticides/regulating/tolerance petitions.htm} included
with petitions (link to
http://www.epa.gov/pesticides/regulating/tolerances.hfm)

It applicable for conventional applications, reduced risk rationale (link to
http:/fwww.epa.gov/opprd®01/work plan/reducedrisk.htmb)

10

Required Data (link fo
hitp://www.epa.gov/pesticides/regnlating/data_reguirements.htm) and/or
data waivers. See Footnote C.

a) List study (or studies) not included with application

2

14




Comments:
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 N/A - Not Applicable \\14\ AT

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether ail inerts listed, including fragrances, are approved for the proposed uses. If an
vnapproved inert is identified. the applicant must either 1) resolve the inert issue by, for
example, removing the inert, substituting it with an approved inert, subinitting
documemtation that EPA approved the iuert for the proposcd pesticidal uses, correcting
mistakes on the CSF, et¢. or 2) provide the data to support QPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. Al information, forms, data and
documentation resedving the inert issuc must have been reecived by the Agency or the
application withdrawn within the 21 day period, otherwise. the Agency will reject the
anplication as described below.,

To successfully complete this aspect of the 21 day initial content screew. applicauts are
strongly encouraged to verify that all inert ingredicuts have been approved for the
application’s uses even if a product is currently registered by consulting the inert Weh

3 15

= el



site [link to hitp://www.epa.gov/opprd00] inerts/lists. htmi] and if the inert is not
approved, to obtain the necessary inert approval prior to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of nses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resulred in processing
delays.

If an inert is not listed on the mert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (I1AB) at inerisbranch @epa.gov and resoive the issue, Copies of the
correspondence with IIAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by HAB. The 1IAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microhial Pesticides Branch [Link fo

hitp:/fwww.epa.gov/opphppdl /biopesticides/contacts _bppd.him].

When a brand, trade, or proprietary name of an mert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to http:/www.epa. gov/opprdGQ1/inerts/tips.pdf] must also he included
1o enable the Agency to determunte if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixture or fragrance may need to provide this infonnation to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixeure or
fragrance supplier to provide the component information to the Agency or promptly upon
EPA’s request. I the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided withiu the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert,

Unapproved Ineris Identified on CSEs

All applications except conventional new products and PiPs

Once an unapproved inert 15 identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inerts identity or CAS
number, providing documentation that the ineri has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. if this option i5 selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4

16



3. Withdraw the application (the Agency retains 23% of the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved mert on a CSF with an
application for a2 new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

1. Correct the application by, for insiance, correcting the inert’s tdentity or CAS
nwnber, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that s
approved for the application’s uses; or

3

Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day conient review period.)

3. Withdraw the apphication (the Agency retains 23% of the full fee for the fee

category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accormpany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
mert 1o that in 40 CFR 174, or providing documentation that the inert has been
approved:; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be recetved by the Agency and the B903 fee patd
within the 21 day period. If this option 18 selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

S



3. Withdraw the application (the Agency retains 23% of the full fee for the fee
category estimated}; or

If none of the above options 1s selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (stmilar/identical) new product, R300 or A530, an application
without the necessary autherizations of offers to pay will be placed into either R301 or
AS531, The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications 1o avoid delays in the Ageney’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.

18



Fee for Service] (8899964~

; This package includes the follov;uring l | for Division
*New Registration ) “AD
> Amendment | VBPPD
“Studies?  “Fee Waiver?
: Risk Mgr. 10
Ovolpay % Reduction:
Receipt No. S-| 889996

EPA File Symbol/Reg. No. 2596-RAL

Pin-Punch Date:

2/8/2011

= This item is NOT subject to FFS action.

H,Cmn_eo_de:_ ............................... t

Requesied:

Granted:

Amount Due: $ WA

Parent/Child Decisions: |

= Inert Cle/a;? for lntended Use L Uncleared Inert in Product

Vi’ﬂm

Reviewer:

Date: 0! {fD{U

Remarks:

19



EPA Receipt Date: %f/”

ISB’S Frout-end PRIA Completéness Screen

Draft 3; 10/25/07

Cheﬂk T,.ist Im

EPA Reg. Number: aéfj"‘f"é /E'&L_

No -

Has the PRIA Fee been Paid; is a copy of the check or
Pay.gov receipt included in the Submission Package?

e b g o e i ey

A%

15 an Application Form (EPA Form 8570-1) Included in the
Submission Package, is it compietely filled out and signed
inctuding package type? ,

Is a Confidential Stateraent of Formula (EPA Form 8570-
29) included in the Submission Package, 1s it compietely
filled out and signed (boxes 1-21)7

is a Formulator’s Exeraption Statement (EPA Form 8§570-
27) Included in the Submission Package?

Is a Certification with Respect to Citation of Data (EPA
Form §570-34) Inciuded in the Submission Package?

&

Is & Data Matrix (EPA Form 8570-35) Inchuded in the
Submission Package?

is a Label Included in the Submission Package?

Are Data Included in the Submission Package?

NN NN

_ Is the Submission an Amendment? )

20




[ .. Decisions..,

BE. Dats Requirements
i 3 D Fending 445034 2596-RALRIVENEW RRG
B 75-Day Laters
i 5
BB (ALERT)S: 907614 1 4232011, Naw Ragist
W) S G017FE 6ML2041; New Reyistration, 25
B S 895488 2001 New Registration; 259
@ S 339986 MEI011; New Reoistration 253

21




Hartz * Reference #130 February 4, 2011
EPA Reg. No.: 2596-RAL Revised March 27, 2012
MASTER LABEL- -

Hartz® Reference # 130

Alternaite Brand Names

Hartz® UliraGuard Plus® Flea (and) (&) Tick Topical Treatment for Dogs
Hartz® UltraGuard Pro® Flea (and) (&) Tick Topical Treatment for Dogs
Hartz® UltraGuard Max™ Flea (and) (&) Tick Topical Treatment for Dogs

Hartz# InControl Advanced® Flea (and) (&) Tick Topical Treatment for Dogs
Hartz® InControl Max™ Flea (and) (&) Tick Topical Treatment for Dogs

Revo Advanced™ Flea (and) (&} Tick Topical Treatment for Dogs
Hart2z® Revo Advanced™ Flea (and) (&) Tick Topical Treatment for Dogs

Hartz® Pro Force™ Dual Action Topical Treatment for Dogs
Hartz® FieldForce™ Dual Action Topical Treatment for Dogs
Hartz® First Defense™ Dual Action Topical Treatment for Dogs

Hariz® Pro Force™ for Dogs
Hartz& FieldForce™ for Dogs
Hartz® First Defense™ for Dogs

Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Solution for Dogs
Hariz® UltraGuard Pro® Flea (and) (&) Tick Topical Solution for Dogs
Hartz® UltraGuard Max™ Flea (and) {&) Tick Topical Solution for Dogs

Hartz® InConirol Advanced® Flea (and) (&} Tick Topical Selution for Dogs
Hariz® InContro}l Max™ Flea (and) (&) Tick Topical Solution for Degs

Revo Advanced™ Flea (and) (&) Tick Topical Solution for Dogs
Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Solution for Dogs

Hartz® Pro Force™ Dual Action Topical Solution for Dogs
Hartz® FieldForce™ Dual Action Topical Solution for Dogs
Hartz® First Defense™ Dual Action Topical Solution for Dogs

Hartz® Pro Force™ for Dogs
Hanz® FieldForce™ for Dogs
Hartz® First Defense™ for Dogs

FieldForce™ Dual Action Topical Treatment for Dogs
First Defense™ Dual Action Topical Treatment for Dogs
FieldForce™ for Dogs

First Defense™ for Dogs

Optional/alternate text in parentheses or brackets Page 1 of 8 29



Hartz ® Reference #130 Fehruary 4, 2011
EPA Reg. No.: 2596-RAL Revised March 27,2012
MASTER LABEL- - :

FieldForce™ Dual Action Topical Solution for Dogs
First Defense™ Dual Action Topical Solution for Dogs

[Each of the above brands will be packaged in the weight classes designuted below:]
Weighing Up to 22 jbs.
Weighing 23 to 44 Ibs,
Weighing 45 to 88 [bs.
Weighing 89 - 132 1bs.

ACTIVE INGREDIENTS:

FEPTOMLL L L e e e e e e 9,80%,
(S MENOPIEIB. ..ottt et i e e an e e n e et e ae s e et e ea e aaae 8.80%
OTHER INGREDIENTS ... e 81,40%
T AL o e e e e e, 160.00%

KEEP OUT OF REACH OF CHILDREN
CAUTION: See back pane! for additional precautionary statements.

NET CONTENTS: Contains (memnber) tubes, each  fl. oz. ( ml)

For Dogs and Puppies Weighing: Net Contents (Each tube)
Up to 22 bs. 0.023 {l. oz. {0.67 ml.)
23 to 44 lbs, 0.045 fl. oz. (1.34 ml) B
45 - 88 ibs. 0.091 1. oz. (2.68 mt.)
89— 132 fbs, B - 0.136 1. 0z. (4.02 ml.)

EPA Reg. No. 2596-RAL
EPA Est. No.

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation.
Made by The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07004 (U.S.A)) -

[Cat Warning: A cat prohibition icon will appear on the front panel and back panels, and
possibly an additional placement on a side panel.]

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS. CAUTION.

Harmful if swallowed. Causes eye irritation. Avoid contact with skin, eyes or clothing. Wash
thoroughly with soap and water after handling.

HAZARDS TO DOMESTIC ANIMALS.

For external use enly. Do not use on puppies under 8 weeks of age. Individual sensitivities,
while rare, may occur afier using any pesticide product. Pets may experience some temporary
irritation at the site of product application. If signs persist, or become more severe within a few

Optional/alternate text in pé;'enthe;és_;:rwbrackets Page2of § og



Hartz ® Reference #130 February 4, 26111
EPA Reg. No.: 2596-RAL. Revised March 27, 2012

MASTER LABEL- -

days of application, consult a veterinarian immediately. If your pet has an unusual reaction to
the initial application, consult a veterinarian before repeating treatment. Certain medications can
interact with pesticides. Consuit a veterinarian before using on medicated, debilitated or aged
animals.

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE: Do not usc or store near heat or open flame.

FIRST AID

Have the product container or fabel with you when calling 2 poison control center or doctor, or
going for treatment. For additional information on this pesticide product (including healih
concems, medical emergencies or pesticide incidents, you may call [-800-275-1414,

IF SWALLOWED: Call a poison control conter or doctor immediately for treatment advice.
Have persen sip a glass of water if able to swallow. Do not induce vomiting uniess told to do so
by a poison contyel center or doctor, Do net give anything by mouth to an nnconscious person.

IF IN EYES: Hold eye open and rinse slowly and gontly with water for 15-20 minutes,
Remove conitract lenses, if present, after the first 5 minutes, then continue rinsing cye. Call a
poisan control center or doctor for treatiment advice.

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately with
plenty of water for 15-20 minutes. Call a poison coniro! center or doctor for treatment or advice.

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS OR ON PUPPIES 8 WEEKS OF AGE OR OLDER

THIS PRODUCT IS APPROVED FOR USE ON ALL DOGS, INCLUDING BREEDING,
PREGNANT AND LACTATING BITCHES

Optional/alternate text in parentheses or brackets Page 3 of § 24



Hartz ® Reference #130 February 4, 2011
EPA Reg. No.: 2596-RAL Revised March 27,2012

MASTER LABEL- -

€) Remove one applicator
tube from the package and
hold in an upright position
pointed away from your

- face.

7 1 @) Twist dispensing tip
1 clockwise about Y2 turn
while pushing down to
—t Dbreak the tube’s seal.
Do not remove the
dispensing tip.

_/SHOULDER

€ Position the dispensing tip on the dog’s back
between the shoulder blades. Use the dispensing
tip of the tube to part the dog’s hair so that the
product will be applied at skin level. Begin
sgueezing out the contents of the fube to form a
stripe as you move from the shoulder blades
along the dog's back to the base of the tail.

O Repeat every month.

Optivnal/aliernate text in parentheses or brackets

Page 4 of §
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MASTER LABEL- -

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage and disposal.

PESTICIDE STORAGE: Keep this preduct in its tightly closed original container, when not in
use. Store in a cool, dry (preferably locked) area that is inaccessible to children and animals.

PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on
site or at an approved waste disposal facility.

CONTAINER DISPOSAL: Non-refillable container. Do not reuse or refill thus container. 7
empty; Offer for recycling, if available. If partly filled: Call your local solid waste agency for
disposal instructions. Never place unused product down any indoor or outdeor drain.

For more information call our (flea and tick) experts at 1-800-275-1414 (weekdays, 9 am — 5 pm
E.S.T.)

INDHVIDUAL TUBE TEX'T

[Product name will be followed By weight of dog for which tube is intended]
[A duplicate weight class designation may be printad on the tube]

Active Ingredients:
Fipronil 9.8%, S-Methoptene 8.8%

Keep Out of Reach of Children
Caution
Read accompanying label before use

[Range of volumes from 0.023 1, oz. (.67 ml) ro 0.136 [1. 0z (4.02 m} depending upon weight of dogj

EPA Reg. No. 2596-RAL
EPA Est. No.

OPTIONAL/ALTERNATE LABEL TEXT
Weighing up to 221bs ibs.

Weighing 23 - 44 1bs.

Weighing 45 - 88 1bs.

Weighing 89 ~ 132 lbs.

[ Adult Fleas]
Kills Fleas (that may transmit tapeworm) {for) (28 days) (30 days) (1 month) (4 weeks) (on dogs)

Optional/alternate text in parentheses or brackets Page 5 af'8 og
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MASTER LABEIL- -

Kills (Adult) Fleas (for up to 3 months)

Kills fleas that may cause (flea allergy dermatitis) (and) {flea bite anemuia (for} (28 days) (30
days) (1 month} (4 weeks) (3 months} {on dogs)

Kifls newly emerged adult Fleas before they lay eggs

[f there is a high risk for fles reinfestation, a once a month application may be needed

Stops existing infestations

Prevents establishment of new infestations

{Flea BEggs]
Kills Flea Eggs (and Flea Larvae) (for) (28 days) (30 days) (1 month) (4 wecks)
Prevents Flea Eggs from hatching

{ Ticks]

Kills Ticks {for) (28 days) (30 days) (I month) (4 weeks)

Kiils (all stages of } Brown Dog Ticks, Amencan Dog Ticks, Lone Star Ticks and Deer Ticks
(for) (28 days) (30 days) (I month) (4 weeks)

Kiils (all stages of ) Deer Ticks (that may carry Lyme disease) (Tor) {28 days) (30 days) (1
month} {4 weeks) (on dogs)

Kills all biting stages of ticks

Kills adult (brown dog) (deer) ticks, nymphs and larvae

Kills Ticks including those that may transmit Lyme disease

[Lice & Mange]
Rapidly eliminates chewing lice infestations
Aids in Control of sarcoptic mange infestations

[Multiple]

Kilts Fleas, Ticks, Flea eggs, Chewing Lice, (Flea larvae)

Kills Fleas, Ticks, Flea eggs, (Flea larvae) (through contact) (for) {28 days) (30 days) (1 month)
{4 weeks) .
Kills Fleas, Ticks, Flea Eggs, (Flea larvae), {Chewing lice} (through contact) (for) (28 days) (30
days) (} month) {4 weeks) -
Kills Fleas, Ticks, Flea eggs, (Flea larvae) (after contact) (for) (28 days} (30 days) (1 month) (4
weeks)

Prevents development of all flea stages for up to 3 months.

Kills adult Fleas, Flea Eggs and Larvae (for up to three months)

Kills Fleas, Brown Dog Ticks, Deer Ticks, Flea Eggs, (Flea larvae) (after contact) {for) {28 days)
(30 days) (I month) (4 weeks)

Controls Flea and Tick infestations {on dogs) (for) (28 days) (30 days) (1 month) (4 weeks)
Provides fast, effective and convenient treatment and control of fleas, ticks, chewing lice and
mosquitoes {for dogs and puppies)

Helps prevent re-infestation of fleas and ticks (for) (28 days) (30 days) (I month) (4 weeks)
Helps prevent flea and tick re-infestation (for) (28 days) (30 days) {1 month) (4 weeks)

Optiozﬁl}zﬂtemate text in parentheses or brackets Page 6 of 8 07
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EPA Reg. No.: 2596-RAL Revised March 27, 2012
MASTER LABEL- -

Kills flea cgps and flea larvae to help prevent future re-infestations
Kills all stages of the flca hfe cycle

Breaks the flea life cycle

Prevents all flea stages (eggs, larvae, pupae) from developing

[Mosquitoes)

Kills mosquitoes within 24 hours for up to 7 days, and within 48 hours for up to 28 days.

Kifls Mosquitoes that may transmit West Nile virus (for} (28 days)(1 month} (4 weeks){on dogs)
Kills Mosquitoes that may transmit heartworm (for) (28 dayvs){1 month) {4 weeks)(on dogs)

Controls flea and tick infestations

Once-a month Flea and Tick {Prevention) {Treatment) (Control) (Solution)
Monthly Flea and Tick (Prevention) (Treatment) (Control) (Solution)

(28 dav} (30 day) (1 month) (4 week) Flea and Tick (Prevention) (Treatment) (Control)
{ Selution)

Prevents flea eggs from developing into biting adults (for} (up to) (30 days} {1 month) {4 wecks)
Gentle protection for dogs {and puppies)

Quick drying (formula)

Dries quickly

Stays on and doesn’t rub off

Spreads with dog’s natural skin oils

Kills fleas for 30 days {1 month) (4 wecks)

Stops and prevents infestations

Prevents re-infestation

Prevents and controls re-infestation(s}

Rapidly climinates flcas

Fast acting

Long lasting

Effeciive and convement topieal {reatment

Kills fleas (and ticks) through (afier) contact

{With} patented applicator

(With) patent pending applicator

Waterproot

Easy spot on opical applicator

Do not reapply product for 30 days

Remains etfective even after bathing, water immersion, or cxposure to sunlight

(Product Name) remains effective even after bathing, water immersion, or exposure {o sunlight.
Avoid contact with treated area until dry.

Can also be used on breeding, pregnant and lactating bitches

Convenient to use

Contains Fipronil and the insect growth regulator (IGR) (8)-Methoprene. {product name)
effectively targets all stages of tleas. Fiproni! collects in the oils of the skin and hair follicles,
and continues to be released from hair follicles onto the skin and coat, resulting in long-lasting
activity againsi fleas, ticks and chewing lice.

()ptinﬁ;li,r’;]-.-tCIW.latc text in parentheses or brackets Page 7 of § 28
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EPA Reg. No.: 2596-RAL Revised March 27, 2012
MASTER LABEL- -

New (Formula) (clabn to be removed after 6 monthsj

Contains Fipronil and (8)-Methoprene {, the active ingredients used in Frontline Plus ®).
(Brand name) is not manufactured by or distributed by Merial. Frontline Plus® is a registered
trademark of Merial.

Compare to Fronthine Plus®

For dogs and puppies 8 wecks of age or older
Specially formulated for dogs and puppies

NON-PESTICIDE RELATED CLAIMS AND OTHER OPTIONAL TEXT
1 dose, 2™ dose, 3™ dose (X" dose)

First month, second month, third month (Xth month)
Value pack

{X) month supply

(X)) monthly treatment{s)

Fragrance-free

Unscented

Convenient (casy to use) applicator

X Pro-cision Flo® Applicator(s)

{Pro-cision Flo"r""Appli cator)

Direct to your dog’s skin
Easy (simple) to use (handle) (apply)

After application, the treated arca may appear wet {or) (oily} for up to 24 hours

You may bathe your dog 48 hours after application

Te help remind you when you last applied treatment, simply write in the date when each dasz is
applied:
First Dose
Second Dose
Third Dose
Xth Dose

Hariz® and other trademarks are trademarks of The iartz Mountain Corporation

Optior{aﬂaltematc text in parentheses or brackets Page 8 of 8




. ' _ Decision #: 445034
DATA PACKAGE BEAN SHEET DP #: {368637)
Date: 14-Apr-2011 PRIA
Page T off Parent DP #:
Submission #: 889896
o

Registration: 2536-RAL - HARTZ REFERENCE#130 l}/

** * Registration Information * * *

Caompany. 2598 ~ THE HARTZ MCUNTAIN CORP.

Risk Managet: RM 10 - Richard Gebken - (703) 305-6701 Rogré PY1 §-7237 q 5
i/

Risk Manager Reviewsr: Bonaventure Akinlosotu BAKINLOS

Sent Date. Caleulated Due Date: ga-SgE_-ZGj_j_ Edited Due Data:

Type of Registration: Preduct Registration - Section 3

Action Desc: (R310} NEW PRODUCT NON-FAST TRACK (INCLUDES REVIEWS GF PRODUCT CHEMIS]

Ingredients: 105402, 5-Methoprene(8.8%)

128121, Fipronil(s 8%)

*** Data Package Information **~

Expedie: (; Yes @@ No Date Sent: 4-Apr-2011 Due Back:

DP Ingredient. 105402, S-Metheprene

128121, Fipronil —— e s o . R

DP Titla: Efﬁcai:_v

CSF included: @ Yes ) No Lapel Included: @ Yes () No Parent DP #:

Assigned To_ _ batein  DateOut

Organization: RD /18 e e LoSt Possible Science Due Dater 09-Aug-2011

Scignce Due Date:

Team Name: Efficacy (1B}

Reviewer Name: f m M/&/)
L

Confracter Hame; d

Sub Data Package Due Date:

*** Studies Sent for Review ** *

Mo Studies

*** Additional Data Package for this Decision * **

Can be printed on its own page

*** Data Package Instructions * * *

For your review. An R310

Thnx, B.A {703-805-085%)
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483780-00

THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA CRIVE, SECAUCUS, NEW JERSEY 07004 20172714800
REQULATORY AFFAIRS

February 7, 2011

Document Processing Desk (APPL)
Office of Pesticide Programs (7504P)
US Envirenmental Protection Agency
Room $-4800, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attention: Mr. Richard Gebken (PM # 10)
RE: HARTZ REF #128, EPA Reg. No. 2596-RAG
HARTZ REF #129, EPA Reg. No. 2596-RAU
HARTZ REF #130, EPA Reg. No. 2596-RAL.
HARTZ REF #131, EPA Reg. No. 2586-RAR

PRIA CODE = R310

Dear Mr. Gebken:

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094-3688 is
fiting this application to register 4 new products that are based on the Cite-All

Method of Support from Menal.

A complete Transmittal Document is attached which states all the documents
that are being submitted in support of this registration.

A check for $19,228 is also enclosed to cover the application fees for the 4 new
products and is submitted under PRIA Code R310.

If you have any questions or need any additional information, please feel free to
call me at (201) 271-4800, ext. 7202 or mailto:rrosenwasser@hartz com.

Sincerely yours,

obert Rdsenwasser
Director, Regulatory Affairs
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4.

TRANSMITTAL DOCUMENT

. NAME AND ADDRESS OF SUBMITTER

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094

REGULATORY ACTION IN SUPPORT OF WHICH THESE PACKAGES ARE SUBMITTED
Applications for Registration of 4 new products containing:
Fipronil; Hartz Reference #128, EPA File Symbol 2596-RAG
Fipronil; Hartz Reference #129, EPA File Symbo{ 2596-RAU
Fiproni] and (S)-Methoprene; Hartz Reference #130, EPA File Symbol 2596-RAL.
Fipronil and {S)-Methoprene; Hartz Reference #131, EPA File Symbol 2§96-RAA

. TRANSMITTAL DATE February 7, 2011

LIST OF SUBMITTEDD DOCUMENTS
For Reference #128, EPA File Symbol 2596-RAG
VOLUME 1 Product Chemistry Self-Certification (3 copies)

VOLUME 2 Product Chemistry (3 copies)
Product tdentity and Composition,
Analysis, Certification of ingredients
Manufacturing Process
Discussion of Impusities
Confidential Statement of Formula

VOLUME 3 Product Chemistry: {3 copies)
Enforcement Anaiytical Method
Method is also applicabie to Hartz Reference #129, EPAFile

Symbol 2596-RAU

For Reference #129, EPA File Symbol 2536-RAU
VOLUME 1 - Product Chemistry Seif-Certification, (3 copies)

VOLUME 2 Product Chemistry (3 copies)
Product ldemtity and Composition,
Analysis, Certification of Ingredients
Manufacturing Process
Discussion of Impurities
Confidential Statement of Formula

VOLUME 3 Product Chemistry: (Sée above)
Enforcement Anaiytical Method
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For Reference #130, EPA File Symbaol 2596-RAL

48378001 VOILUME 1 Product Chemistry Seif-Cettification, (3 copies)

48379002 VOLUME 2 Product Chemistry {3 copies)
Product [dentity and Composition,
Analysis, Certification of Ingredients
Manufacturing Process
Discussion of Impurities
Confidential Statement of Formula

48379003 VOLUME 3 Product Chemistry: (3 copies)
Enforcement Analytical Method
Method is also applicable {0 Hartx Reference #131, EPA File

Symboi 2536-RAA

For Reference #131, EPA File Symbol 2596-RAA
VOLUME 1 Product Chemistry Self-Certification (3 copies)

VOLUME 2 Product Chemistry {3 copies}
Product Identity and Composition,
Analysis, Cettification of Ingredients
Manufacturing Process
Discussion of impurities
Confidential Statement of Formula

VOLUME 3 Product Chemistry: (See above)
Enforcement Anatylical Method

For each application, the following documents are submitted:
Completed Application Form (8570-1)

Data Matrix

Certification with Respect to Citation of Data (8570-34)

Data Matrix listing company that is utilized in cite-all method.

Compieted Confidential Statement of Formulas (One loose copy and one copy in Vol. 2
Product Chemistiry)

6. Product labels, 6 copies each.
7. Check in the amount of $19,228 for 4 applications, PRIA Code R310.

A

5. COMPANY OFFICAL Robert Rosenwasser, Director, Requlatory Affairs

6. SIGNATURE

7. PHONE 201-271-4800, ext. 7202
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401 M Street, S.W.

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460

Form Approved ORE Ho. 2070-0050

Paperwork Reduction Act Notice: The public reporting burden for this coflaction of information is esimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration arid special review activities, including time for readiing the instruction and completing the necessary forms. Send comments regarding the

burden estimate or any other aspect of this collection of information, iIncluding suggestions for reducing the burden to Director: OPPE Information Management Division (2137) U.S.
Enviconments! Protection Agency, 401 M Street, S\W., Washington, DC 20460. Do not send the form to this address,

DATA MATRIX
Date  February 4, 2011 EPA Reg. No. 2596-RAL Page 1 0f 2
Aoplicant’ siRegistrant's Name & Address: Harlz Mountain Corporation, 400 Piaza Dr., Product
Secaucus, NJ 07094 Hariz Reference #13Q
Ingredient Fipronil, {S)}-methoprens
Guideline Reference Number | Guideline Study Name MRID Number Submitter Status Note
830.1550 Proguct identification and composiion submitted Hartz Own
8301600 Beginning matetials submitted Harlz Own
B30-1850 Description of formulation process submitted Hartz Qwn
830-1670 Farmation of impuﬁties subimitted Harlz Own
830-1750 Cerified limits sybmfted Hartz Own
830-1800 Enforcement analytical method submitted Hariz Owin
830-6302 Colar submiited Hartx Own Self-certification
830-6303 Physical stale submitted Hartz ! Own Self-certification
830-6304 Cdor subynitted Hariz Owrn Self-certification
f §30-6314 Oxidation/Reduction Waiver Hartz ' Own Seif-ceriification
830-6315 - . | Flammability submitted Hariz Own Seff-certification 1
830-6318 ;M-_‘:[‘}_'Ex;ﬂédabiiity Waiver End use product is not potentiaily explosive,
830-6317 Storage stability To be submitted Harlz Cwni In progress
83C-3019 Miscibility Waiver End use product is not to be diluled with petroleum solvents,

”

Signature /) S
/’f Z e/

Name and Title
Rohert Rosenwasser
Director, Regulatory Affairs

[ate

February 4, 2011
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Form Agpraved OMB Ha, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
WASHINGTON, D.C. 20460

NGt
=il

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activifies, including time for reading the instruction and completing the necessary forms, Send comments ragarding the

burden sstimate or any other aspect of this collaction of information, including suggestions for reducing the burden to Director: OPPE Information Managemert Division {2137) U.S.
Environmental Protection Agency, 401 M Street, SW., Washington, DC 20480, Do nof send the form to this address,

DATA MATRIX
Date  Febroary 4, 2011 EPA Reg. Ne. 2506-RAL Page 2 of 2
Applicant'siRegistrant's Name & Address: Hartz Mountain Corporation, 400 Plaza Dr., Produet
Secaucus, NJ 070584 Hartz Reference #130
Ingradient Fipronil, {S)-methoprene
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830-8320 Corrgsian characteristics To be submitted Hartz Cwn In progress
830-6321 Dielectric breakdgwn valtage Walver £nd use praduct is not to be used around electrical equipnent.
830 7000 pH Waiver End use product is not to be dispersed with water.
830-7100 Vigcosity submitted Hariz Own Seif-certification
i submitted , .
839-7300 Density Hartz i Own Self-certification
""" o Name and Title Date
Robert Rosenwasser |
Director, Regutatory Affairs ; Fetruary 4, 2011
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Furm Approved OMB He, 207 0-0060 |

_ o8
~wilis- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20450

Paperwork Reduction Act Notice: The public reporting burden for this coflection of information is estimated to average 0.25 hours per responise for registration activities and .25
hours per response for reregistralion and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the

burdan estimate or any other aspect of this coliection of information, including suggestions Tor reducing the burden to Director; QPPE Information Management Division {21371 .8,
Environmental Protechon Agency, 401 M Street, S.W., Washington, DC 20460, Do not send the form to this address,

DATA MATRIX
Dale  February 4, 2011 EPA Reg. No. 2506-RAL Page 1 of 1
Applicant's/Registrant's Name & Address: Martz Mountain Corporation, 400 Plaza Dr,, Product
Secaucus, NJ 07094 Hariz Reference $#130
ingredient Fipronil, (S}-methoprene T
. Guideline Referonce Number | Guideline Study Name MRID Nurmber Submiitter Status Note
' f am using the cite-all method of suppor,

and have included with this {form a list of

compariies sent offers of compensation.

MERIAL, EPA Co. No. 85331
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" Hartz ® Reference #130
EPA Reg. No.: 25%6-RAL
MASTER LABEL- -

February 4, 2011

Hartz® Reference # 130

Alternate Brand Names

Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Treatment for Dogs
Hartz® UltraGuard Pro® Flea {and) (&) Tick Topical Treatment for Dogs
Hartz® UltraGuard Max™ Fica (and) (&) Tick Topical Treatment for Dogs

Hartz® InControl Advanced® Flea (and) (&) Tick Topical Treatment for Dogs
Hartz® InControl Max™ Flea (and) (&) Tick Topical Treatment for Dogs

Revo Advanced™ Flea (and) (&) Tick Topical Treatment for Dogs
Hartz® Revo Advanced™ Flea {and) (&) Tick Topical Treatment for Dogs

Hartz® Pro Force™ Dual Action Topical Treatment for Dogs
Hartz® FicldForce™ Dual Action Topical Treatment for Dogs
Hartz® First Defense™ Dual Action Topical Treatment for Dogs

Hartz® Pro Force™ for Dogs
Hartz® FieldForce™ for Dogs
Hartz® First Defense™ for Dogs

Hartz® UliraGuard Plus® Flea (and) (&) Tick Topical Solution for Dogs
Hartz® UltraGuard Pro® Flea {and) (&) Tick Topical Solution for Dogs
Hartz® UliraGuard Max™ Flea (and} (&) Tick Topical Solution for Dogs

Hartiz® InConirol Advanced® Flea (and) (&) Tick Topical Solution for Dogs
Hartz® InControl Max™ Flea (and) (&} Tick Topical Solution for Dogs

Revo Advanced™ Flea (and) (&) Tick Topical Solution for Dogs
Hariz® Revo Advanced™ Flea (and) (&} Tick Topical Selution for Dogs

Hartz® Pro Force™ Dual Action Topical Solution for Dogs
Hartz® FieldForce™ Dual Action Topical Selution for Dogs
Hartz® First Defensc™ Dual Action Topical Solution for Dogs

Hartz® Pro Force™ for Dogs
Hartz® FieldForce™ for Dogs
Hartz® First Defense™ for Dogs

FieldForce™ Dual Action Topical Treatment for Dogs
First Defense™ Dual Action Topical Treatment for Dogs
FieldForece™ for Dogs

First Defense™ for Dogs

Cptionalfalternate text in parentheses or brackets

Page |l of 8
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Hartz © Reference #130 February 4, 2811

EPA Reg. No.: 2596-RAL
MASTER LABEIL- -

FieldForce™ Dual Action Topical Solution for Dogs
First Defense™ Duat Action Topical Solution for Dogs

[Each of the above brands will be packaged in the weight clasyes designated below:]
Weighing Up to 22 ibs. '

Weighing 23 to 44 1bs.

Weighing 45 to &8 lbs.

Weighing 89 - 132 ibs,

ACTIVE INGREDIENTS:

113 143 111 (S P PR 0.80%%
(S)-MethOpPIene. ... oo e e 8.80%
OTHER INGREDIENTS ... v 31.40%
TOTAL oo e e, 100.00%

KEEY OUT OF REACH OF CHILDREN
CAUTION!: Sece back panel for additional precautionary statemenis.

NET CONTENTS: Contains (number} tubes, each i oz. {__ml)

For Dogs and Puppies Weighing: Net Contents (Yach tube)
Up to 22 ibs. 0.023 fl. oz. (0.67 ml)
231044 ibs. 0.045 fl. oz. (1.34 ml.}
45 - 88 lbs. 0.091 fl. 0z. (2.68 mi.} _
89~ 132 Ibs. 0.136 fl. oz. (4.02 mL) ]

EPA Reg. No. 2596-RAL
EPA Hst. No.

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation,
Made by The Hartz Mouniain Corporation, 400 Plaza Drive, Secaucus, NF 07094 {U.S.A.)

[Cat Warning: A cat prohibition icon will appear on the front panel and back panels, and
possibly an additional placement on a side panel.]

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS. CAUTION.
Harmful if swallowed. Causcs cyc irntation. Avoid contact with skin, cycs 20 Jlothing. Wash

thoroughly with soap and water after handling,

HAZARDS TO DOMESTIC ANIMALS. | _
For external usc only. Do not use on puppics under 8 weeks of age. Individual sensitivities,

while rare, may accur after using any pesticide product, Pets may experience some temposry
irritation at the site of product application. If signs persist, or become more severe witlin a few

Optional/alternate text in parentheses or brackets Page 2 of & 38



 Hartz ® Reference #130 February 4, 2011

EPA Reg. No.: 2596-RAL
MASTER LABEL- -

days of application, consult a veterinarian immediately. I your pet has an upusual reaction to
the initial application, consult a veterinarian before repeating (reatinent. Certain inedications can
interact with pesticides. Consult a veterinarian before using on medicated, debilitated or aged

animals,

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE: Do not use or store near heat or open flame.,

FIRST AID
Have the product containcr or lahel with vou when calling a poison control center or doctor, or

going for treatment. For addiiional information on this pesticide product (including health
concerns, medical emergencies or pesticide incidents, you may calll-800-275-1414,

IF SWALLOWED: Call a poison control center or doctor imediately for treatment advice.
Have person sip a glass of water if able to swallow. Do not mduce vomiiing unless told to do so
by a poison control genter or doctor. De not give anything by mouth to an unconseious person.

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes.
Remove contract lenses, if present, after the first 5 minutes, then continue rnnsing cye. Call a

poison control center or doctor for treatment advice.

IF ON SKIN OR CLOTHING: Takc off contaminated clothing. Rinse skin immediately with
plenty of water for 15-20 minutes. Call a poison control center or doctor for treatment or advice,

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a nianner inconsistent with its labeling.

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS OR ON PUPPIES 8 WEEKS OF AGE OR OLDER

;HHS PRODUCT IS APPROVED FOR USE ON ALL DOGS, INCLUDING BREEDING,
PREGNANT AND LACTATING BITCHES

{The application steps below may optionally be numbered or bulleted to clanfy the oider,
depending on the final physical layout of the label) o

[Option 1 capped tube] |
Remove one applicator tube from the package and hold in an upright position (pointed away

from your face). Pull off cap. Turn the cap around and place on fop of tube. Simply press cap
down to break the seal of the tube. Remove cap carefully. Position the tip of the tube nn the
dog's back between the shoulder blades. Use the tip of the tube to part the dog’s hair so that the

Page 3 of 8 39
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" Hartz ® Reference #1380 February 4, 2011

EPA Reg. No.: 2596-RAL
MASTER LABEL- -

product will be applied at skin level. {(Begin squeczing out the contents of the tube to form a
stripe as you move from the shoulder blades along the dog’s back to the middle of the back.) (Do
not bathe your dog 48 hours prior to application.) (Squeeze applicator, applying entire contents
in a single spot on the animal’s skin) Separate treated dog from other {dogs and cats) (pets) for
24 hours after treatment has been applied. Repeat every month.

[Option 2 applicator tube]

Remove one applicator tube from the package and hold in an upright position pointed away from
your face. Twist dispensing tip clockwise about %2 turn while pushing down to break the tube’s
seal. Do not remove the dispensing tip. Position the dispensing tip on the dog’s back between
the shoulder blades. Use the dispensing tip of the tube to part the dog’s hair so that the product
will be applied at skin level. {Begin squeezing out the contents of the tube to form a stripe as you
{move) (glide) from the shoulder blades along the dog’s back to the middle of the back.) (Do not
bathe your dog 48 hours prior to application.) (Squeeze applicatior, applying entire contents in a
single spot on the animal’s skin} Scparate treated dog from other (dogs and cats) (pets) for 24

hours after treatment has been applied. Repeat every month.

STORAGE AND DISPOSAL
Do not contamminate waier, food or feed by storage and disposal,

PESTICIDE STORAGE: Keep this product in its tightly closed original container, when not in
use. Store in a cool, dry (preferably locked) area that is inaccessible to children and animals,

PESTICIDE DISPOSAL: Wastes resulting from {he usc of this product may be disposed of on
site or at an approved waste disposal facility,

CONTAINER DISPOSAL: Non-refillable container. Do not reuse or refill this container. Jjf’
empty: Offer for recycling, if available. if partly filled: Call your local sobd waste agency for
disposal instructions. Never place unused product down any indoor or outdoor drain.

For more information call our {flca and tick} experts at 1-800-275-1414 {(weckdays, 9 am - 5 pm
ES.T)

INDIVIDUAL TUBE TEXT

[Product name will be followed by weight of dog for which tube is intended]
[A duplicate weight class designation may be printed on the tube]

Active Ingredients:
Fipronil 9.8%, S-Methoprene 8.8%

Keep Out of Reach of Children

Caution
Read accompanying label betfore use

Page 4 of 8
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" Hartz ® Reference #130 February 4, 2611

EPA Reg. No.: 2596-RAL
MASTER LABEL- -

[Ranrge of volumes from 0.623 {l. oz. (.67 ml) to 0.136 1. oz (4.02 ml) depending upon weight of dog]

EPA Reg. No. 2396-RAL
EPA Est. No.

OPTIONAL/ALTERNATE LABEL TEXT
Weighing up to 221bs Ibs.

Weighing 23 - 44 Ibs.

Weighing 45 - 88 Ibs,

Weighing 89 - 132 Ibs.

{Adult Fleas]
Kills Fleas (that may transmit tapeworm) (for) (28 days) (30 days) (1 month) (4 weeks) (on dogs)

Kills (Adult) Fleas (for up to 3 months)

Kills fleas that may cause {flea alletgy dermatitis) (and) (flea bite anerniz {for) (28 days) (30
days) {1 month} (4 weeks} (3 mounths) (on dogs)

Kills newly emerged adult Fleas before they lay eggs

If there is a high risk for flea reinfestation, a once 2 month application may be needed

Stops existing infeslations

Prevents establishment of new infestations

{Flea Eggs]
Kills Fiea Eggs (and Flea Larvae) {for) (28 days} {30 days) {1 month) (4 weeks)

Prevents Flea Eggs from hatching

{Ticks]

Kilis Ticks (for) (28 days) (30 days) (1 month) {4 weeks)

Kills {all stages of ) Brown Dog Ticks, American Dog Ticks, Lone Star Ticks and Deer Ticks
(for) (28 days) (30 days) {1 month) (4 weeks)

Kills (all stages of ) Deer Ticks (that may carry Lyme disease) (for) {28 days) (30 days) (1
month) (4 weeks) (on dogs)

Kils all biting stages of ticks

Kiils adult (brown dog) (deer) ticks, nymphs and larvae

Kills Ticks including those that may transmit Lyme disease

ILice & Mange]
Rapidly eliminates chewing lice infestations
Aids in Control of sarcoptic mange infestationg

[Multiple]
Kills Fleas, Ticks, Flea eges, Chewing Lice, (Flea larvae)
Kills Fleas, Ticks, Flea eggs, (Flea larvac) (through contact) (for} (28 days) (30 days) (1 moish)

(4 weeks)

Paé,e 50of8
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" Hartz ¥ Reference #130 February 4, 2611

EPA Reg. No.: 2596-RAL
MASTER LABEL- -

Kills Fleas, Ticks, Flea Eggs, (Flea larvae), (Chewing lice) (through contact) (for) (28 days) (30
days) (I month) (4 weeks)

Kills Ficas, Ticks, Flea cggs, (Flea larvae} (after contact) {for) (28 days) (30 days) (1 month) (4
weeks)

Prevents development of all flea stages for up to 3 months.

Kills adult Fleas, Flea Eggs and Larvae (for up to three months}

Kills Fleas, Brown Dog Ticks, Decr Ticks, Flea Eggs, (Flea larvae) (after contact) (for) (28 days)
(30 days} (f month} (4 weeks)

Controls Flea and Tick infestations (on dogs} (for) (28 days} {30 days) (1 month) (4 weeks)
Provides fast, effective and conventent treatment and control of fleas, ticks, chewing lice and

mosgquitoes (for dogs and puppies)

Helps prevent re-infestation of fleas and ticks (for) (28 days) (30 days) (1 month} (4 wecks}
Helps prevent flea and tick re-infestation (for) (28 days) (30 days} (1 month) (4 weeks)
Kills flea eggs and {lea larvac to help prevent future re-infestations

Kills all stages of the flea life cycle

Breaks the flea life cycle
Prevents all flea stages {eggs, larvae, pupac) from developing

[Mosquiltoes]

Kills mosquitoes within 24 hours for up to 7 days, and within 48 hours for up to 28 days.

Kills Mosguitoes that may transmit West Nile virus (for) (28 days}(] month) (4 wecks){on dogs)
Kills Mosquitoes that may transmit heartwonn (for} (28 days)(1 month) (4 weeks)on dogs)

Controls flea and tick infestations

Once-a month Flea and Tick (Prevention) (Treatment) (Conirol} (Solution)

Monthly Flea and Tick (Prevention} { Treatment) (Control) (Solution)

(28 day) (30 day) {1 month} (4 week) Flea and Tick (Prevention} (Treatment) {(Control)

(Solution)
Prevents {lea eggs from developing into biting aduits (for) (up to) (30 days) (1 month) {4 wecks)
Gentle protection for dogs {and puppies)

Quick drying (formula)

Dries quickly

Stays on and doesn’t rub off

Spreads with dog’s natural skin oils

Kills fleas for 30 days (1 month} (4 weeks)

Stops and prevents infestations

Prevents re-infestation

Prevents and controls re-infestation(s)

Rapidly eliminates fleas

Fast acting

Long lasting

Effective and convenient topical treatment

Kills {leas {and ticks) through (after) contact

Optional/alternate text in parentheses or brackets Page 6 of 8



" Hartz ® Reference #130 February 4, 2011

EPA Reg. No.: 2596-RAL
MASTER LABEL- -

{With) patented applicator
(With) patent pending applicator
Waterproof

Easy spot on topical applicator

Do not reapply product for 30 days

Remains effective even afier bathing, water imimersion, or exposure to sunlight

{Product Mame) remains effective even after bathing, water immersion, or exposure o sunlight.
Avoid contact with treated arca until dry.

Can also be used on breeding, pregnant and lactating bitches

Convenient to use
Contains Fipronil and the insect growth regulator (IGR) (8)-Methoprene. (product name)

effectively targets all stages of fleas. Fipronil collects in the oils of the skin and hair follicles,
and continues to be released from hair follicles onto the skin and coaf, resulting in long-lasting

activity against fleas, ticks and chewing lice.
New (Formula) (clairm to be removed after 6 months)

Contains Fipronil and (§)-Methoprene (, the active ingredients used in Frontline Plus ).
{Brand name} is not manufactured by or disiributed by Merial. Frontline Plus® is a registered

trademark of Merial.
Compare to Frontline Plus®

For dogs aud puppies 8 weeks of age or older
Specially formulated for dogs and puppies

NON-PESTICIDE RELATED CLAIMS AND OTHER OPTIONAL TEXT
1 dose, 2™ dose, 3™ dose (X" dose)

First month, second month, third month (Xth month)
X-pack

X-tubes

Value pack

X month supply

X monthly treatment(s)

Fragrance-free

Unscented

Fresh (scent) ({fragrance)

Powder {scent) (fragrance)

Pleasant (scent) (fragrance)

Spring Fresh Scent

Conveniernt (easy to use) applicator

X Pro-cision Flo® Applicator(s)

X Pro-Glide™ Applicator(s)

(Pro-cision Flo®Applicator ) (Now) (featuring the angled)

Optional/aliernate text in parentheses or brackets Page 7 of & 43



" Hartz ® Reference #130 February 4, 2611

EPA Reg. No.: 25%6-RAL
MASTER LABEL.- -

(Pro-Glide™ Apphicator) easily gets through dog’s fur, for gentle on-skin application
(Pro-cision F10®Ap;31icator) (Now) (featoring the angled)

{Pro-Glide™ Applicator) quickly gets through dog’s fur, for on-skin appiication
(Pro-cision Floﬁ‘Applicator) {(Now) (featuring the angled)

(Pro-Glide™ Applicator) easify penetrates dog’s fur, for gentle on-skin application
{Pro-cision F10®App.].icator) (Now) (featuring the angled)

{Pro-Glide™ Applicator) quickly penetrates dog’s fur, for on-skin application

New Pro- Glide™ Applicator (To be used only for the first 6 months}
Pro-Glide™ Applicator genfly glides through the dog’s fur

Pro-Ghide™ Applicator casily gets through dog’s fur to minimize (oily) residuc
Pro-Glide™ Applicator easily penetrates dog’s fur to minimize {oily) residue
Pro-Glide™ Applicator features rounded edges for gentle on-skin application
Pro-Glide™ Applicator glides smoothly through the dog’s fur

Pro-Glide™ Applicator features an angled tip to liclp guide the application
Easy to use Pro-Glide™ Applicator

Direct to your dog’s skin

Easy (simpic) to use (handle) {apply)

(Featuring the) (with} EZC™ tube

(Featuring the) (with) EZ2C™ tube

(Featuring the) (with) EZView™ tube

(Featuring the) (with) EZView™ tube

(Featuring the) (with) Clearview™ tube

{Featuring the) (with) Clearview™ tube

(Clearview™)} (EZC™) (EZ2C™ (EZView™) tube (visually) ensurcs all product has been

dispensed
(Clearview™) (EZC™) {EZ2C™) (EZView™) tubes give you the assurance all the product has

been applied

After application, the treated area may appear wet (or) (oily) for up to 24 hours
You may bathe vour dog 48 hours after application
To help remind you when you last applied treatment, simply write in the datc when each dosc is
applied:
First Dose
Second Dose _
Third Dose
Xth Dose _

Hartz® and other tradcmarks are trademarks of The Hartz Mountain Corporatior.

Optiocnal/alternate text in parcntheses or brackets Page 8 of &



Page 45 - *Confidential Statement of Formula may be entitled to confidential treatment*



«View Regjstration Detaily

B ..Decisions...
g Date Requirements ;
-y 0 Pending; 145034; 2886-RALRIIGNEW PRO
B 75-Day Leiters -

& 869996 2H 2011, New Registration, 298|

Vidwm - &L WW@DW i

%@m Mgt (bt Cuwls €£4 o pg D)

e e
b3
pi 550

46



| iR . Decisions...

- BE Daota Requirements

= -Eg D Pending; $45034; 2836-RALRIONEW PRO
Rk 75-Day Lekters
ﬁ - .

47




Deciston #: 445024

DATA PACKAGE BEAN SHEET DP #: (388638)
Date: 14-Apr-2011 PRIA
Page 1 of 1 Parent DP #:

. . Submission #: 8899496
| { ; * * * Registration information * * * Hbmission

Registration; 2596-RAL - HARTZ REFERENCE #130

oo
Company: 2596 - THE HARTZ MOUNTAIN CORP. /,1)\. iy 74/(
MOUNTAIN TORI ST O . {l
X

Risk Manager: RM 10 - Richard Getiker: - {703} 385-6701 Roam# PY1 8-7237

Risk Manager Reviewer. Bonaventure Akinlusotu BAKINLQS

Sent Date: Calculated Due Date: 08-Sep-2011 Edited Due Date:

Type of Ragistration: Praduct Registraticn - Section 3
Action Desct (R310) NEW PRODUCT:NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMIST

Ingredients: 105402, S-Methaoprena(8.8%,)

129121, Fiprend{49.8%) R
* ** Data Package Information ***

) Yes 4 Mo Date Sent: 14-Apr-2011 DueBack.

Expedite:

DP Ingredient. 105402, S-Methoprene

29121 Fipronit
-
DP Tie: CAS -
e T - ..
CSF Included: @ Yas 1 No Label nciuded: @ Yes 7 No ParentDP#
. 7
A il
Assigned Tg Date in Date Out e

Qrganization. RD / 1RE , e i e

Team Name: TOX . e e Science Due Date:

Sub Dala Package Due Date: o

Reviewer Name: Backys, Byron

Cantractor Mame: R

** * Studies Sent for Review * * *

Na Studies

*** Additional Data Package for this Decision * * >

Can be printed on its own page
*** Data Package instructions * * *

For your review. An R310

Thnx, B.A (703-505-0653)
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Decision #: 445034

iEDATA PACKAGE BEAN SHEET DP #: (3886386)
Date: 14-Apr-2011 PRIA
Page 1 o1 Parent DP #:

. . Submission #: 889996
* * * Registration Information ** * ;

Registration: 2596-RAL - HARTZ REFERENCE #130 5\ 2 7;«)

Gompany: 2586 - THE HARTZ MOLINTAIN CORP.

Risk Manager: RM 10 - Richard Getken - {703} 305-6701 Roons# PY1 3.7237

Risk Manager Reviswer Bonaventure Akinlosotu BAKIMLOS
Sent Nate: Caleulated Due Date: 08-Sep-2011 Edited Due Date:

Type of Registration: Proguct Registration - Section 5
Actian Desc: (R310) NEW PROBUCT NON-FAST TRACK (INCLUDES REVIEWS GF PRODUCT CHEMIS?

Ingredients: 105402, S-Methaprene(8.8%) ) N S

129121, Fipronit(9.8%) R

*** Data Package Information ** *

Expedite: [ Yes @ No Date Sent. 14-Apr-2011 Dug Back:

o

DP Ingredient: 105402, S-Mathoprene

128121, Fiprenit . i oo remees s,

B3P Fitle: Tox/PL

CSF Inciuded: @ Yes () No Label Incuded: & Yes () No Parent DR #

pesinedTe oste 5 :
Organization: RD 7 TRB e Last Possible Science Due Date; 08-Aug-2011
Team Name: TOX e = evrsaee—— R [ Seignee Due Date: o
Reviewar NaME: e o . _ Sub Data Package Dus Date:

Contractor Nama:

** * Studies Sent for Review ** *

Mo Studies

* ** Additional Data Package for this Decision ** *

Can be printed on its own page

*** Data Package Instructions > * *

For your review. An R310

Thny, B.A {703-605-0653)

49



t Datg Reqmremﬁnu

(= Eﬁ D Pepding $45034, 2596-RALRIIGNEW PR,

Wil 75-Day Letters
- s 9017?8 3’14’201‘1 New Re\_':fs.‘ratmn 25

® Gl 5 B5I955 a'afzou, ‘.«'ewﬁegmf*a!mn 269

50




51



THE HARTZ MOUNTAIN CORPORATION, 400 PLAZ;E; DRIVE, SECAUCUS, NEW JERBEY 070894-36888 « 201/271-4800

June 13, 2011

Document Processing Desk

Office of Pesticide Programs (7504P)
US Environmentat Protection Agency
Raom §-4900, One Potomac Yard
2777 South Crystai Drive

Artington, VA 22202-4501

Attention:  Mr, Richard Gebken (PM # 10)

Addendum to Existing Protocol for Child Resistant Packaging
for Products containing Fipronil

Hartz Reference #7128, EPA File Symboi 2596-RAG
Hartz Reference #129, EPA File Symbol 2596-RAU/
Hartz Reference #130, EPA File Symboi 2596-RAL
Hartz Reference #131, EPA File Symbol 2596-RAA

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094-3688 is
submiiting an addendum fo our existing protocol to add an additional product
tube with laminate construction for testing of packaging to determine whether
packages of end-use products containing the active ingredient, Fipronil, are child

resistant,

The additional product tube with faminate construction has been included in the
protocol for child resistant packaging in the Package Description Section 2.2.2.

The Hartz Mountain Corporation is submitting the following:
s Hartz Test #2278, Hartz UltraGuard Flea and Tick Topical Treatment,
Child-resistant Package Test Protocol, Prepared by National Child
Resistant Testing, Inc., Lincoin, NE — 3 copies dated June 7, 2011.

if you have any questions or need additional information, please feel free to
contact me at {201) 271-4800, ext. 7202 or mailto;rosenwasser@nartz. com.

fé/bert Rosenwasser
Director, Regulatory Affairs
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MO Dot copenghintis

-

Conf Call w/RRosenwasser (Hartz's products: 2596-RAA, RAI, RAU,
RAG)

Calendar Entry

Wed 11/30/2011 9:00 AM - 10:00

AM
Location: RD Small Conference Room C -  Rooms: RD Small Conference Room C -
§-7671/Potomac Yard One@EPA $-7671/Potomac Yard One@EPA
Required: Breahn Hanson/DC/USEPA/US@EPA, Richard Gebken/DC/USEPA/US@EPA, Rosalind
quired: Gross/DC/USEPA/US@EPA
FYl: Marion Johnson/DC/USEPA/US@EPA
Description|
Bonaveniure,
Thank you fgr the guick Wa make things easy for all of us to call in | suggest that we use a toll

free conferente num

A); (ke B & (Ar pwoded &
% exgpived” & Cipowrn v call -wn.

t look forward to speaking with you and the rest of the group tomorrow.

Best Regards,

Sean

or Regutatory Affairs

The Hartz Mountain Corporation
400 Plaza Drive

Secaucus, New Jersey 07094
TEL: 201-271-4800 x 7302

FAX: 201-271-0357
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Page | of 2

Bonaveniure Akinlosotu
1171972011 07:45 PM

Ce:

Richard Gebken, Marion Johnson
Hide Details

From: RRosenwasser@hartz.com

To: Bonaventure Akinlosotw/ DC/USEPA/US@EPA

Ce: Richard Gebken/DC/USEPA/USEEPA, Marion Johuson/DC/USEPA/US@EPA

Bonaventure:
The purpose of the call is to review the siatus of Hartz applications for fipronil generics,_2596-

.and RAG. Hartz wants to review the finalization of the CRP data {the final report is being written), its submission
o EPA and the current timeline for review and approval of the data reigtive to the already extended PRIA date, |
think that yourseif and Richard would be sufficient. If you feel that Rosalind Gross should be on the ¢all, then
invite her if she is available.

Let me know i you need more information.
Robert

215. 75, &6%9

Akiniosotu.Bonaventure@epamail.epa.gov To RRosemwasser@hariz com

11HBI2011 0412 PM o Gebken Richard@epamali.epa.gov, Johason. Marlon @epamail.epa.goyv

Subject Re: Conferenca call

Specifically, what are we discussing? In order to know who should be
invited from my end, I nead more information.

Thanks,

B.A

_ 54
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Efficacy Review
Date:

Efficacy Reviewer:

Risk Manager Rev.:

Products:
EPA Reg. #:
AL’s:
Decision #s:
DP #s:
Submission:
MRIDs:

GLYP:

April §, 2011

Clayton Myers, Ph.D., Entomologist, -5
myers.clavtonfiepa.gov > A N
703-347-8874 C ETN ws- i

Bonaventure Akinlosotu

Hanz Reference #131

2596-RAA

Fipronil (9.8%), 8-Methoprene (11.8%)

445037

388643

R310 (New Product, includes RD Science Review)
CITE-ALL, offer to pay to Merial

No

Entomologist’s Observations/Discussion:

The cited database was deemed acceptable by the Agency, to support a number of
cfficacy claims on the pioncer preduct {(EPA Reg. No. 65331-4), a combination spot-on product
for cats. '[he proposed claims for the proposed product are nearly identical to that product, with

the exception of a proposed 3 month control claim for fleas.

All claims for 3 month control of fleas must be deleted or revised to 6 weeks. as listed
below with stalethrovgh text. All other proposed efficacy claims are acceptable.

Claims to be deleted/modified (page 8);

-“Kiils (Adult) Fieas Forwp-to-3-months)”

-Kills fleas that may cause {flea allergy dermatitis){and)(flea bite anemia) (for) (28 days) (30

days) {1 month) (4 weeks) G-menths) (on cats)”

Page 1 of 1



Efficacy Review

Date:

Efficacy Reviewer:

Risk Manager Rev,:

Products:
EPA Reg. #:
AL’s:
Decision #s:
DP #s:
Submission:
MRIDs:

GLI:

April §, 2011

Clayton Myers, Ph.D., Entomologist, RD-1B
mvers.clavton@epa.gov i -
703-347-8874 S -1t

Bonaventure Akinlosotu

Hartz Reference #128

2596-RAG

Fipromil (9.7%)

445036

388607

R310 (New Product, includes R Science Review)
CITE-ALL, offer to pay to Mernal

No

Entomolorist®s Observations/Discussion:

The cited database was deemed acceptable by the Agency, to support a number of

efficacy claims on the pioneer product {EPA Reg. No. 65331-3), a spot-on product for dogs. The

proposed claims for the proposed product are nearly identical to that product. All proposed

efficacy claims are acceptable.

Page 1 of |
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Efficacy Review

Date:

Efficacy Reviewer:

Risk Manager Rev.:

Produets:
EPA Reg. #:
AllL’s:
Decision #s:
DP #s:
Submission:
MRIDs:

GLP:

April 5, 2011

Clayton Myers, Ph.DD,, Entomelogist, RD-
mvers.clavtonfepa.gov

703-347-8874 Q/

Bonaventure Akinlosotu

Hartz Reference #130

2596-RAL

Fipronil (9.8%), S-Methoprene (8.8%)

443034

388637

R310 (New Product, includes RD Scicnce Review)

CITE-ALL, offer to pay to Menal

No

Entomologist’s Observations/Discussion:

The cited database was decmed acceptable by the Agency, 1o support a number of
efficacy claims on the pioneer product (EPA Reg. No, 63331-5), a combination spot-on product
for dogs. The proposed claims for the proposed product are nearly identical to that product. All
proposed cfficacy claims are acceptable.

Page 1 of 1
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S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
an WASHINGTON, D.C. 20460

Office of Chemical Safety and Pellution
Prevention

Office of Pesticide Programs
Registration Division {7505P)

CHILD RESISTANT PACKAGING REVIEW

March 29, 2012

MEMORANDUM

Subject: Name of Pesticide Products: Hartz Reference #128, #129, #130, #131
Product Type: [nsccticide (flca and tick product)
EPA File Symbols: 2596-RAG, -RAU, -RAL and -RAA
DP Barcodes: 399060, 399061, 399062, 399063
Trecision Nos.: 445036, 445035, 445034, 4435037
MRIDs ¢ 486846-01 through ~06
Action Code: R310
PC Codes: 129121 Fipromt

105402 {8)-Methoprene

From: - Breann Hanson, Biologist Q/ﬁ?"/j%"" P

Technical Review Branch {TRB)
Registration I2ivision {RDD: 75059)

) Lo y
Through: Rosaling Gross, Ph.D. M&M/ _/%;Czcﬁ./j_
TRB
RI); 7505P

To: Bonaventure Akinlosoti, RM Team 10
Insecticide Branch
RI), 7503P

Applicant: The Hartz Mountain Corporation

FORMULATIONS FROM LABEL:

Hartz Reference 7128, 2596-RAG {Dogs)

Active Ingredient: %o by wt
129121 Fipronil 9.70
Hartz Refercnce #129, 2596-RALU (Cats)

Active Ingredient: 5% by wt
129121 Fipronil 9.70
Hartz Reference #130, 2596-RAL (Dogs}

Agctive Ingredicnts: % by wi
129121 Fipronil 0.80
105402 {8)-Methoprene 8.80
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PC Codes: 129121, 105302
EPA File Symbol: 2596-RAG, -RAU, -RAL,-RAA

Hartz Reference #131, 2596-RAA (Cuts)

Active Ingredients: e by wt
129121 Fipronil 9,80
103402 (Sy-Metiioprene 11.80

ACTION REQUESTED: The Risk Manacer requests that TRB review the 6 submitied
Child Resistant Package {(CRP) studies for EPA File Symbols: 2596-RAG, -RAU, -RAL and
-RAA.

SUMMARY: Based on the current assessment (data reviewed herein}, all Senior Adult Use Effectivencss
(SAUE}) and Child Resistant Effectiveness (CRE)} CRI testing data requirements have been met for the 3-
tube package presemtations for the 0.67 mL fill velume, the 1.34 mL fill volume, the 2.68 mi. fill volume
and the 4.02 ml. fitl volume for EFA File Symbois: 2596-RAG and ~RAL. as well as the 0.5 mL fill
volume for EPA File Symbols: 2596-RAU and -RAA. The CRP certifications for EPA File Symbols
25396-RAG, -RAL, -RAU and ~RAA (all dated 29/XN0V/2011) are acceptable. The labels submitted
{cmail to B. Hanson and R, Gross, label revision date 27/MAR/2012) have the same instructions used in
the SAUF testing {see “Packaging” section, below).

BACKGROUND: The Hartz Mountain Corporation (herein the “registrant™) has applied to register 4
proposed products; a) Hartz Reference #128, EPA File Symbol: 2396-RAG, a fipronil containing product
for usc on dogs, b) Hartz Reference #129, EPA File Symbol: 2596-RAU, a fipronil containing product for
use on cats, ¢) Hartz Reference #130, EPA File Symbol: 2596-RAL. a fiproni! and s-methoprene
containing product for use on dogs, and d) Hariz Reference £131, EPA File Symbol: 2596-RAA, a
fiproni! and s-methoprene containing product for use on cats. All proposed products are labeled for
control of fleas and ticks in dogs or cats.

Protocols were previously subtamitted and reviewed by TRB (TRB memorandums; B. Hanson, DP
Barcode: D388670. 2/JUN/201 1, and B, Hanson, DP Barcode: 13390344, 14/UN/2011). The protocols
were deemed acceptable provided some minor TRB recomimendations were incorporated. Please see
previous protocol reviews for details on TRB recommendations.

Thore arc five package presentations; the smal! tube size (2 ml.) contatns ¢ither a 0.50 mL, 0.67 mL or
1.34 mL fill volume, while the Jarge tube size (7.8 mL) contains cither a 2.68 mL or 4.02 mL fill volume.
The tubes are constructed of Huntstnan PSM6EK-048 polypropylene, frosted white and have 0.0185°" wall
thickness. The caps arc constructed of Kepital F30-43 Acefal. The cap is twisted down on the tube tip to
puncture an opening, The cap is not removed,

During testing, the tubes were filled with placebo (water); in the final manufactured product, the placebo
will be replaced with the fipronil or fiprondl and (s)-racthoprene containing formulations.

PACKAGING: The packages tested consisted of a series of five different volumes of water filled tubes
fitted with an applicator fip. The tube mouth is sealed and the tube end is heat sealed. The applicator tip
15 designed to be twisted down on the mbe mouth to puncture an opening. The ¢ap is not removed. The
tubes are constructed of Huntsman PSM6K-048 polypropylene, frosted white and have 0.0185°" wall
thickness. The applicator tips are constructed of Kepital F30-03 Acetal. The tube is the child-resistant
feature. There are five package presentations; the small tube size (2 mL) contains either 2 0.50 mL, 0,67
ml or 1.34 ml fiil volume, the large tube size {7.8 ml.) contains either a 2.68 mL or 4,02 mlL fil! volume.
The tubes come in packages of three.

The tube has ne instructions for opening the package. The opening instructions given to seniors during
CRP testing were in the addendum of the Senior Adult Use Effectiveness (SAUE) studies.  Seniors were
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PC Codes: 129121, 105402
EPA File Symbei: 25%6-RAG, -RALU,-RAL. -RAA

provided the outer carton of the packaging and asked to “Please open one of these [three] packages
according to the instructions en this product carton and empty the confents mto this tub/bucket™. The
outer carton of the packaging had the following instructions {from MRIT} 486846-01):

*...hold {applicator tube] in an upright position pointed away from your face. Twist dispensing tip
clockwise about % turn while pushing down te break the tube’s seal. - Do not remove the dispensing tip™.

- 0 Reiridve oné applicator

“tube from the package and

hoid inan- upnght posmon
it :

(2] w:stdlspensmg-ﬁpf -
1 clockwise dbout % tum -
T -while pushing down to L
break-the h’essea!
“Do.notrem g the. -
__:__;.'dlspensmg_ p

pn:xduct will be appiled at skift Lo
squeezing out the contents of the tube to form a
stripe as you move: from_ the shoulrjer b!ades '
along the dog S back fo he base of the tatt

0 Repeatevery month.

TOXICITY:

The toxicity of the product is based on the toxicity of Fipronil. The toxic or harmful amount of
Fiproni] for an 11.4 kg child is 28.5 myg (2.5 mg/kg {per MR1ID 44451801} x 1.4 kg {per 16 CFR
1700.207 = 28.5 mgl.

Access to a toxic or harmful amount for the Fipronii-only products EPA File Symbols: 25%96-RAG
and ~RAU is .29 mL [28.5 mg / {1004 mg/mi. x 0.097 Fipronil] = 0.293 m! = 0.29 mL].

Access to a toxic or harmfuf amount for the Fipronil and (8)-Methoprene dog product KPA File
Symbol: 2596-RAL is .29 mL [28.5 mg / [999 mg/mL x 0.098 Fipronil] = 0.291 mi = 0.29 mL}.

Access to a toxic or harmful amount for the Fiprosil and (S)-Methoprene ¢at product EPA File
Symbol: 2596-RAA i8 0.29 mL {28.5 mg/ [992 mg/mL x 0.098 Fipronl} = 0.293 ml = 0.29 mL.].
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PC Codes: 129123, 105402
EPA File Symbol: 2896-RACG, -RAU, -RAL, -RAA

Access to one tube represents a fadlure (toxic/harmful amount) for a child at all proposed il sizes of 0.29

mL oy larger for EPA File Symbols: 2396-RAG, -RAU, -RAL and -RAA, which arc all proposed for

residential use.

Toxicity, Child Failure, and Package

Table 1. Amount of Fiproni{ Contained in Proposed Products 2596-RAG, -RAU, -RAL and -RAA

EPA Reg #

FlL Oz,

mi
(29.6 ml=
T fl.oz)

Product
Densiiy™
{mg/ml)

% Fipronil

myg Fipronil

#unit = tox/
harmful amt

2596-RAG
Deog
Fipronil

0.023

0.67

1004

8.70

6622

I

2596-RAG
Dog
Fipronil

(.045

1.34

1004

130.50

2598-RAG
Dag
Fipronii

G.a9]

2.68

1004

261.00

2596-RAG
BPog
Fipronil

¢.136

4.02

1004

KAWLy

2596-RAU
Cat
Fipronil

0.017

1084

9.70

48.69

2596-RAL
Deog

Methoprene

Fiproni} and (8)-

0.023

950

9.80

66.57

2596-RAL
Dog

Methoprene

Fipronil and (8)-

6.045

1.34

999

5.80

131.19

2596-RAL
Dag

Methoprene

Fipronil and (S}

0.091

499

9.80

262.3%

2596-RAL
Bog

Methaprene

Fiprontl and {8)-

136

4.02

999

9.80

393.57

2566-RAA
Cat

Methoprene

Fipronil and (S)-

0.017

=
LA
[

092

9.30

48.61

¥ Presented as pounds (lbs} per gallon (gal) on CSFs. Product Ths/gal x {1 gal/3785 ml.] x [454000 mg/{ 1hs] =

Product mg/mbL

*1mlL=0.03381], 0z
b4 0z. = 206mb

FAILURE:

For the purposes of CRP testing & child failure is access to | unit.
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PC Codes: 129121, 165402
EPA Filc Symbal: 2596-RAG, -RAU, -RAL, -RAA

A urit failure is opening the tube, any vistble incision, rip, tear, or hole in the tubes, any leakage during
or after test or any partial or compiete access to the placebo (water).

A Senier Aduit Use Efiectiveness failure is failure to access the fube contents in the prescribed test time
of 3 minutes for the first package or 1 minute for the second package, not accessing the tube contents
without significant exposure to the placebo (water).

ANALYSIS OF DATA:

The registrant has submitted Senior Adult Use Effectiveness (SAUE) and Child-Kesistant Effectiveness
(CRE) data for EPA File Symbols: 2596-RAG, -RAL -RAL, and -RAA. Each study contains both the
SAUE and CREFE data for a specific fill volume.

A screening of the CRP studies (MRIDs 486846-01 through -03) revealed the CRP study associated with
the Inwest SAUE was MRID 486846-01 (NCRT Job#: 11-051), 2 2 ml. tube size containing €.5 mL of
placebo in 3-tube package. The screening also revealed that the CRP study associated with the lowest
CRE was MRID 486840-04 (NCRT Job#: 11-060}, 2 7.8 mL tuhe size containing 2.68 mL of placebo ina
3-tube package. A comprehensive review was done for these studies, which included therr corresponding
CRY and SAUE data, respectively,

A cursory analysis of data with confirmation of information provided in the submitted reports was
performed for the remaining studies. Please sec attached summary chart for details of these studies

{Attachment A).

Idetailed Reviows:
EPA File Symbols: 2596-RAU, -RAA:

¢.5 mi Fill Volume

o The registrant is requesting registration of a 3-tube per package presentation; a SAUE/CRE study
was submitted (MRTD 486846-01, NCRY Job#: 11-051).

SAUE: The study involved handing the test subjects 3 applicator tubes filled with 6.5 mL of
water for each of 2 test periods. The test subjects were 10 open one tube during a S-minute
test period and another tube during a one-minute test period.  Directions to open the package
were provided to seniors.

Duara Analysis: Senior ages, gender distributions, age allvcations, as well as test site and
tester requirements all adhered to the senior testing resrulations set forth in 16 CFR 1701020,
There were 9 senior failures: a) a 53 year old temale, bl 2 60 year old female, ©) 2 62 year old
female, d) 2 63 year old female, and e) two 67 year nld females failed to successfully apena
tube in the first S-minute test period; and ) another 55 vear old female, g) another 63 vear old
female, and g} a 66 year old female failed to successtully open a tube during the I-minute test
pertod. This corresponds to & 91% SAUE suceess rate. The study (MRID 486846-01) s
considered as “passing” the senior test according to 16 CFR 170020,

CRE: The study involved giving each child 3 applicator tubes filled with 8.5 mL of water at
the start of the test. Directions did not appear on any of the test packages. Procedures
followed 16 CFR 1700.20(a)}(2): all verbal instructions given to the children arc contained in

the stated citation,
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PC Codes: 128121, 105402
EPA File Symbol: 2586-RAG, -RAU, -RAL, -RAA

Duata Analysis: Child ages, gender distributions, age alfocations, as well as st site andd
tester requiventents afl aidhered 10 the child testing vegulations set forth in 16 CFR i700.20.
There were 3 child failures (50 child test); a) a 45 month old female, by a 47 month old male,
and ¢) a 50 month old female each opened a single tube (chewed a hole in the tube) within the
full 160 minutes of testing, after demonstration. This corresponds to a2 94% CRE. The study
{(MRID 486846-01 3 is considered as “passing” the child test according to the sequential test
chart in {6 CFR 1700.20.

Conclusion: Both senior SAUF and child CRE testing data regquirements have been
fulfilled for the 2 mL tube size, 0.5 mL flil volume, 3-tube package presentations for
EPA File Symbois; 2596-RAU and ~RAA.

EPA File Symbols: 2596-RAG, -RAL:

2.68 ml Fill Vohune

The registrant is requesting registration of a 3-tube per package presentation; a SAUE/CRE study
was submitted (MRID 486846-04, NCRT Jubé: 11-060).

SAUE: The study involved handing the fest subjects 3 applicator tubes filled with 2.68 mi. of
water for each of 2 test periods. The test subjects were to open one tube during a S-minute
test period and another tube during & onc-minute test period. Directions to open the package
were provided to seniors.

Data Analysis: Senior ages, gender distributions, age allocations, as well as test site aud
tester requirements all adhered 1o the senior testing regularions set forth in 16 CFR 1700210,
There were 6 senior failures: a) a 59 year old female, b) a 60 vear old female, ¢) 3 64 year old
female, d) a 67 year old female, and e) a 68 year old females failed to successfully open a
tube in the first 3-minute test period: and f} a 55 year old female falled to successfully opena
tube during the 1-minute test period. This corresponds 10 a 94% SAUE success rate. The
study (MRID 486846-04) is considered as “passing™ the sentor test according to 16 CFR
1700.20.

CRET: The study involved giving each child 3 applicator tubes filled with 2.68 ml. of water at
the start of the test. Directions did not appear on any of the test packages. Procedures
Telfowed 16 CTFR 1700.20(a)(2); all verbal instructions given to the children are contained in
the stated citation. :

Data 4nulysis: Child ages, gender distributions, age allocations, as well as test site and
tester requirernents afl adhered to the child testing regulations set forth in 16 CFR 1700.20.
There were 5 child faitures (50 child test); a) a 43 month old female and b) a 51 month old
male cach opened a single tube (chewed a hole in the tube), while ¢} a 49 month old male, d)
a 49 month old female and ¢) 2 51 month old male each opened multiple tubes (chewed hole
in the tubesy, within the full 10 minutes of testing, atter demonstration. This cotresponds o a
$0% CRE. The study (MRII> 486846-04) 1s considered as “passing” the child test according
to the sequential fest chart in 16 CHR 1700.20.

Conclusion: Both child CRE and senior SAUE CRP testing data requiremcents have

been fulfilled for the 7.8 mL tube size, 2.68 mL {ill volume, 3-tube package presentation
for EPA Fite Symbols: 2596-RAG and -RAL.
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PC Codes: 129121, 145462
EPA File Symbol: 2396-RAG, -RAU, -RAL, -RAA

CONCLUSION: Based on the submitted data reviewed lierein, all SAUE and CRE CRP testing data
requirements have been met for the 3-tube package presentations for the 0.67 mL fill volume, the 1.34 mi
{ill volume, the 2.68 ml. fill volume and the 4.02 mL {11l volume for EPA File Symbols 2595-RAG, -
RAL; as well as the 3-tube presentations tor the 0.3 mi. fill volume for EPA File Symbeol 2595-RAU and
-RA A, The data support production with Huntsman PSM6EK-048 polypropylene, frosted white tubes with
0.0185”" wall thickness, only, All CRP Certifications for the aforementioned products are acceptable.
The labels submitted (email to B. Hanson and R. Gross, abel revision date 27/MAR/2012) have the same
instructions used in the SAUE testing. See the attached summary chart (Attachment A) for a summary of
all currently reviewed SAUE and CRE CRP testing data.

Note to Registrant: Shoauid any human experience/epidemiological evidence indicate a problem
once the product is in the marketplace, the Agency reserves the right to reexamine this data
comprehensively and to question the child resistance of the package involved.

Page 7 of 10
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. Attachment A March 29, 2012

SUMMARY CHART

LPA Fiie Symbols 2596-RAG, -RAU, -RAL, -RAA ' '

Company: The Hartz Mountain Corporation
Chemical - Fiprosil or Fipronil and S-Methoprene

A Senior Adult Use Effectiveness failure is failure to access the tube contents in the prescribed test time of 3 minutes for the first package or 1 minute for
the second package, not accessing the tube contents without significant cxposure to the placebo (water).

A child failure is access {0 ] unit, Access to 1 unit is more than 28.5 mg of Fipronil for all sizes greater than 0.29 mi.

A unit failure is opening the tube, any visible incision, rip, tear, or hole in the tube, uny leakage during or after test, as well as any partial or compiete
access to the placebo (water).

Access to a toxie or havuful aat =

= 28.5 mg divided by [1004 mg/ml x 0.097 Fipronil] = 8.29 mi for Fipronil Only Dog and Cat; EPA File Symbals 2595-RAG, -RAU

= 28.5 mg divided by [999 mg/ml x 0.098 Fipronil] = 0.29 mi for Fipronil avd (S)-Methoprene Dog; EPA File Symbol: 2596-RAL

= 28.5 mg divided by [992 mg/ml x 0.098 Fipronilj = 0.29 m for Fipronil and (S}-Methoprene Cat; EPA File Symbol: 2596-RAA

Toxicity, Child Iailure, and Packape

Table 1. Amount of Fipronil Contained in Proposed Products 2526-RAG, -RAU, -RAL and -RAA
EPA Res # Fl. Oz m} Product Density* % Fipronil myg Fipronil # umit = tox /
(296 m] = 1 floz) {mg/mh) harmfuf ami

2596-RAG Dog  Fipronil 0.G23 Q.67 1004 9.70 66.22 1
2396-RAG Dog  Fiproml 1.045 1.34 ' 1004 2.70 130,59 i
2596-RAG Dog  Fipronil 0.091 2.68 1004 070 26100 1
2596-RAG Deg  Fipronil 0.136 - 4.02 1004 9.70 ' 391,50 |
2596-RAU Cat Fipronil 0.017 0.50 1504 9.70 18.69 1
2596-RAL Dog 0.823 0,67 999 9.80 $6.57 1
Fipronil and {S)-?ethoprene
2396-RAL Dog 0.0645 1.3 949 9.80 131,19 t
Fipronil and {5)-7¢ethoprene |
2396-RAL Dog 0.091 2.68 2999 9.80 ' 262.38 i
Fipronil and {S)-Methoprenc _
2596-RAL Dog 0.136 4.02 999 9.30 393.57 i
Fipronil and {8)-Mothaprene
2596-RAA Cat 0.017 2.50 992 9.80 4351 i
Fipronil and {8)-Methoprene

* Presented as pounds (1bs) per gallon (gal) on CSFs. Product Ibs/gal x {1 gal/3785 ml.] x [454000 my/1 ibs] = Product mg/mL; § mL = 0.0338 {1 oz; 1 L.
0z. = 29.6 mL
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PC Codes: 122121, 105402
EPA File Symbol: 1596-RAG, -RAU, -RAL, -RAA

"EPA File | MRID mijescription "1 # Tubes Company Data Data Conelusion
Symbol | Study No, Include ml per Pke
# unitipkg, child fail | # Tubes/ | CRE SAUE Comprehensive § Cursory include CRE & SAUT: via compuier analysis
= # units, ¢olor, Pkg. Review/Why Analysls
toxharnt = # units
2596 48684601 Ftubes @ a2 mlsize | 3 tubes 3 chuld X Lowest Please see review, above.
RAL, CRE mbe with 0.3 mL failures Associated CRE
-RAA 11-G51 {placebosproduct) {50 child
test) =
DAss
2596 48634601 Iwhes @a2mlsize | 3 tubes & senior X Lowest Please sce revicw, above.
~RALUL SAUE tube with 0.8 mL fuilures = SAUE
-RAA 11-051 (placeboiproducty pass
2594 48684602 Jubes i@ a2 mlsize | 3 tubes 3 child X Data analysis showed 3 child fallures: a) 2 43 month old
RAG, CRE tube with .67 mL faliures male and by a 44 month old male both squeezed the lube
-RAL 11-052 (placebo/product) {50 child with their hands cracking open the sides of the whes
fesl) = before and after demonstration, respectively, while ey a
pass 49 month oid male chewsd a hole In the tubes after
demonstration. NOTLE: One child opened more than 1
whe, CRE = 94%, The stidy passes according to the
Sequential Test Chart in 16 CFR 176020
2596 43684602 3 tubes @ a2 mlsize | 3 {ubes & senior X Dala analysis showed 6 senior failures; a) 55 year old
-RAG, SAUE tube with 3.67 mL failures = femnale, bY a 37 yeay old male, ¢ 4 68 year old female
-RAL 11-052 (placebosproduct) Nass and d) a 59 year old female all failed to open the
package in the S-minute test period while s ¢) 66 your
old male and £} 69 vear oid foemale failed 1o open ihe
package during the l-minute test. SAUL = 94%, The
study is a puss of the senior adult test in 16 CFR
1700.2C and the effectiveness specifications in 16 CFR
1700.15(b).
2596 48684603 3 wbes @) 2 nl size 3 tubes 4 child X Mata analysis showed 4 child faitures; a) 2 42 month old
-RAG, CRE tube with .34 ml. failures female squeezed water out of the tube end with her
-RAL 11-053 {placebo/product) {50 chiid hands post-demounstration while b) a 45 month old
test) = female, ¢ 2 48 month old female and d) a 48 month oid
pass male all chewed holes in tubes posi-demonstration.
CRE = 92%. The study passes according to the
Sequential Test Chart in 16 CFR [700.20
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PC Codes: 129121, 185402

EPA File Symbol: 2596-RAG, -RAL, -RAL, -RAA

EPA File | MRID PKG Prescription £ Tubas Company Data Data Conclusion
Symbol | Study Mo. Inclode ml per Pk
# unit/pke, child fall | £ Tubes/ | CRE | SACE Comprehensive | Cursory imelude CRE & SAUE via computer analysis
= f units, color, Pkg. Review/Why Analysis
toxsharm = # units
2596 48684603 3 rabes 4@ 2 ml size 3 tubes 7 senior X Data analysis showed 7 senior faflures; a} a 59 vear old
-RAG, SAUE tube with 1.34 mL failures = female, b) a 68 year old temale, ¢) a 65 year old male
-RAL 11-053 (placebo/producty pass and <) a 66 year old female 2 67 year old male failed to
open a single tube during the first S-minuie test while e)
a 62 year old female, ) 2 63 year uld female and g} a 67
yedr old female failed 1o open the package during the 1-
minute test. SAUE = 93%. The study is a pass of the
senior adult test in 16 CFR 1700.26 and the
effectiveriess specifications in 16 CFR 1700.15(b).
2596 48084604 3 tubes (@ 7.8 ml size | 3 tubes 5 child X Lowest CRE Please sce review, above.
-RAG, CRE with 2.68 ml (atures
-RAL 11-060 {placebo/product) {50 child
est) =
pass
2396 48684604 3 tubes @ 7.8 mil size | 3 tubes 6 senior X Lowest Please see review, above.
-RAG, SAUE with 2.68 mL failyres = Associated
| -RAL LI-060 (placebosproduct} pass SAUE
2596 48684605 Jiubes @T.8 misize | 3 tubes 4 ¢hild X Diata analysis showed 4 child failures; a} a 44 month oid
-RAG, CRY with 4.02 ml, failures male and b a 45 month old female both pushed the
-RAL t1-061 {placebo/product) (50 child applicator tip down and broke the seal post-
test) = demonstration while ¢} a 45 month old male and dy s 47
pass monih old male chewed a hole in the tubes prier to
demenstration. NOTE: 2 childven apened more than |
tube, CRE = 92%. The siudy passes according to the
Sequential Test Chart in 16 CFR 1700.20
2596 48684605 I tubes @ 7.8 misize | 3tubes 2 senjor X Data analysis showed 2 senior failures; two 69 year old
-RAG, SAUE with 4.02 ml faifures — females failed to open the package in the 1-minute test
-RAL i1-06! (placeboproduct) pass period. SAUE = 88%. The study is a pass of the seulor
adult test in 16 CFR 1700.20 and the effcctiveness
specifications in 16 CFR 1700,15(b).
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UMITEDR BTATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

CEFIGE OF CHEMICAL SAFETY
AN POLLUTION PREYENTION

January 25, 2012

THE HARTZ MOUNTAIN CORPORATION
400 PLAZA DRIVE
SECAUCUS, NI 07094

Report of Analysis for Compiiance with PR Notice 86-5

Thank you for your submitial of 19-JAN-12. OQur staff has completed a preliminary
analysis of the material. The resulis are provided as follows:

Your submitial was found to be in full compliance with the standards for submission of
tata contained in PR Notice 86-5. A copy of your bibliography is eniclosed, annotated with
Master Record 1ID's (MRIDs} assigned o each document submitied. Please use these numbers in
all future references to these documents. Thank you for your cooperation. If you have any
guestions concerning this data submission, please raise thern with the cognizant Product
Manager, to whom the data have been released.
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THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCLIS, NEW JERSEY 070094 -3688 » 201/271-4800

January 18, 2012

Document Processing Desk

Office of Pesticide Programs (7504)
US Environmental Protection Ageney
Room §-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-450]

Attention: Mr. Richard Gebken (PM #106)

RE: HARTZ REF #128, EPA Reg. No. 2596-RAG
HARTZ REF #129, EPA Reg, No. 2596-RAU
HARTZ REF #130, EPA Reg. No. 2596-RAL
HARTZ REF #131, EPA Reg, No. 2596-RAA

SUBMISSION OF AMENDED CHILD RESISTANT PACKAGE
TESTING

Dear Mr. Gebken,

The Hartz Mountamn Corporation, 400 Plaza Drive, Secaucus, NJ (17094-3688 is
submitting the amended Child Resistant Package Testing Reports for the above listed
products, There are five reports (three copies of each}, one covering cach of the five
dosages and we have also imcluded a summary report for all five studies. The attached
transmittal document identifies which studies support the above registrations.

The reperts were amended to address the deficiencies that were identified in the EPA
letter dated December 16, 2011. We have added the Statement of Comphance with Good
Laboratory Practices Standards and the Statement of Data Confidentiality Claims to all
reports. [ have also included copies of my original cover letter, the Child Resistant
Packaging Cerlification Statement and the Transmittal Document (including the MRID

numbers assigned by EPA}.

If you have any questions or requure additional information, please contact me at 201-
271-4800, ext 7302 or smenear@phartz com.

Director Regulatory Affairs

Enclosurc
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BHITED STATES ERVIROHMENTAL PROVECTION AGERCY
WAARHING TN, [0 G 204h0

December 186, 2011 OFFICE OF CHEGW CAL SAFETY
ANDH POLLUTICN PREBEVENTION

THE HARTZ MOUNTAIN CORPORATION
400 PLAZA DRIVE
SECAUCUS, Ni Q7094

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal ol 30-NOV-11. Our slaff has completed a preliminary analysis
of the material. The results are provided as follows:

We are unable to accept your data submittal for further processing and review, because of
the significant deficiencies noted below. It is being returned to you for correction. I deficiencies
were found which apply to your overali submission, they are described immediately following this
paragraph. If problems are found with individual studes, they are described below linked fo the
study identifier found on the enclosed copy of your bibliography.

48684601- 48684606

*  You must inclzde one of the two acceptabie statements of data confidentiality claims under

FIFRA section10(d)(1 A}, (B}, or (C} as the second element in each study. The language of two
aliernaiive forms of the Statement of Data Confidentiality Claims, shown in Attachment 3 of PR
Natice 86-5, cannot be altered. See pages 8 and 13 of the Notce.

48684601~ 43684605

* A stalement of compliance or non-compliance with the Good Laboratory Practices Standards
contained in 40CFR160 is required for all studies (except rangelinding studies and supplements to
previcusly submitiedstudies) submitted to EPA. This slatement must appearas page 3 of ati
studies, and must be signed and dated by the siudy sponsor, the study submiiter, and the study
director. Please sec 40 CFR 160.12 for specific guidance.
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Sy UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20480
NZ

e ppontS

A
AGENC!

.e@

May 2, 2012
OFFICE OF :
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

LANCE HEMSARTH

THE HARTZ MOUNTAIN CORPORATION
400 PLAZA DRIVE

SECAUCUS, NJ 07094~

PRODUCT NAME: TTARTZ REFERENCE: #130

COMPANY NAME: THE HARTZ MOUNTAIN CORPORATION
OPP IDENTIFICATION NUMBER:

EPA FILE SYMBOL: 2396-RAL

EPA RECEIPT DATE: 05/61/12

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Pesticide Programs has recetved your application for an ame ndment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast

track review. The package will now be forwarded to the Product Manager for review to
determine its acceptability for fast track status.

If you have any questions, please contact Registration Division, Risk Management Team

10, at (703) 305-6701.

Sincerely.

Front End Processing Staff

Information Services Branch
Information Technology & Resources Management Division
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Fee for Service] 1916103n~

This package includes the following '~ for Division
~ New Registration | “AD
s | “BPPD
* Amendment i
*RD

' 7Gtudies?  © Fee Waiver?

~volpay % Reduction: ___ |

Risk Mgr. 10

Receipt No. S-1 916103
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THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUS, NEW JERSEY D7094-3638 » 201/271-4800

April 27, 2012

Document Processing Desk

Office of Pesticide Programs (7504F)
US Environmental Protection Agency
Room $-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attention:  Mr. Richard Gebken (PM # 10}

RE: HARTZ REF #128, EPA Reg. No, 2596-RAG
HARTZ REF #129, EPA Reg. No. 2586-RAU

HARTZ REF #130, EPA Reg. No. il
HARTZ REF #131, EPA Reqg. No. 2596-RAA

Dear Mr. Gebken:

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094-3888 is
filing modified labels based on the feedback from Rosalind Gross and her review
of the CRP data for the above listed registrations. Changes were made only o
the directions for use sections in order to match the instructions for use in the

child resistant packaging testing labels.

These master labeis replace the current labels that were submitted for the above
listed registrations. Please find enclosed 3 copies of each Master Label.

If vou have any questions or heed any additional information, please feef free to
call me at (201} 271-4800, ext. 7302 or smcnear@hariz.com.

Sincerely,

- '
) / . T LT

Sean McNear
Director Regulatory Affairs

Enclosures
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. PrntForm -

Plasgs read instructions on raverse befors completing form. Farm Aporoved. OMB Mo, 2070-0080
o United Statea Registration QPP ldentifior Number
%EPA Environmental Protection Agency Amendment
Washington, DC 20480 % 0 thEl’
Application for Pasticide ~ Section |
1. Cormpeny/Preduct Numbar 2. EPA Product Manoger 2. Proposad Claseification
2396-RAL Richard Gebken
4. CompanyfPradust {Namej P D None D Restrictad
Hartz Ref, 130 10
5, Name and Address of Applicant fincfude ZIP Codel &. Expedited Review. In accordance with FIFRA Section 3(c){3]
ibifil, my product is simil identical i iti tabeli
The Harz Mountain Corporation o ¥Yp similar or identical i3 composition and labeling
Q0 Plaza Drive, Secaucus, NJ Q7094 EPA Reg. No.

D Chock i this is & new address

Product Nama

Section - H

D Atnapdment - Explain balaw,

D Rasubmission In reeponse te Agencylettor dated . . D “Ma Too® Application.

l i Hotfication - Explain below.

| ! Finat printad labals in resporise to
Agency lettar datad

Othar - Expigin bolow,

Explenation: uss sdgitionel pagels] i nocageary. (For saction | end Saction L.}

Late! chiange based on the feedback from Rosaling Grass. Changes made to the master label directions for use to be exacily the same
as the instructicns forthe child resistant packaging (CRP) test,

Section - i}

1. Materis! This Product Wil Be Peckaged In:

D l.abat D Conteinor

Child-Resistant Packaging | Unit Packaging Woter Soluble Packaging 2, Type of Container
X | Yeu* You Yoa Meto!
No Ko No Pastic
i Glase
. . If "¥na" No. per If *Yor™ Neo. par Paper
® Certification must | yue Packaci ! N E _
- Qi wgl.,  contaings Packags wyt conlaingr Gthar {Spacify)
be submitted : L L
2. Locstion of Not Contants Informetion &, Gizels) Rstail Container 5, Logation of Label Diractions
On Labal

On Labeling accompenying produst

B, Mannar o Which Labed is Affixed to Produst

Lithograph Cther
PnpaE laed D
Stancilad

Section - IV

1, Contact Paint (Complers itams directly below For iventification of individusl to be contactsd, ¥ necessery, to process this application.)

Name
Sean McNear

Titls . . Talephons No. {!5:1ide Ares Gedn)
Director fieg. Affairs 201-371-4800 .

1 cartify that tha statoments | have mada on this form ond i artachments thereta ara true, accurate ord tomplute. :
| scknowledue thet sny Knowingly felas or misieading statemant may be punishabls by Grne o1 imprtoament or : {':;.‘_f_-rnped.‘

both undar applicable [aw,

a, baie- Applicstion

Certification
Racaivad

2. Signoturs

2. Title
Oirector Regulatory Affairs

—
4. Typod Neme
Sean McNear

5. Dats
Aprif 27,2011

EPA Form B570-1 [Rev. B-84) Previous editions ore obsolote,

Whhs - EPA Flis Copy (originall Yellow - Appllcant Copy
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Eepruary 4, 2uoil

EPA Reg. No.: 2596-RAL Revised March 27, 2012
MASTER LABEL-~ -

Hartz® Reference # 130

Alternaie Brand Names

Hartz® UltraGuard Pius® Flea (and) {&) Tick Topical Treatment for Dogs
Hariz® UltraGuard Pro® Flea (and) (&) Tick Topical Treatment for Dogs
Hartz® UltraGuard Max™ Flea (and) {&) Tick Topical Treatment for Dogs

Hartz® InConirol Advanced® Flea (and) (&) Tick Topical Treatment for Dogs
Hartz® InControl Max™ Flea (and) (&) Tick Topical Treatment for Dogs

Revo Advanced™ Flea (and) (&) Tick Topical Treatment for Dogs
Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Treatment for Dogs

Hartz® Pro Force™ Dual Action Topical Treatment for Dogs
Hartz® FieldForce™ Duai Action Topical Treatment for Dogs
Hartz® First Defense™ Dual Action Topical Treatment for Dogs

Hartz® Pro Force™ for Dogs
Hartz® FieldForce™ for Dogs
Hartz® First Defense™ for Dogs

Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Solution for Dogs
Hartz® UltiraGuard Pro® Flea (and) (&) Tick Topical Solution for Dogs
Hartz® UltraGuard Max™ Flea (and) (&) Tick Topical Solution for Dogs

Hartz® InControl Advanced® Flea {(and) (&) Tick Topical Sotution for Dogs
Hartz® InControl Max™ Flea (and) (&) Tick Topical Solution for Dogs

Revo Advanced™ Flea (and) (&) Tick Topical Solution for Dogs
Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Solution for Dogs

Hartz® Pro Force™ Dua! Action Topical Solution for Dogs
Hartz® FieldForce™ Dual Action Topical Solution for Dogs
Hartz® First Defense™ Dnal Action Topical Solution for Dogs

Hartz® Pro Force™ for Dogs
Hartz® FieldForce™ for Dogs
Hartz® First Defense™ for Dogs

FieldForce™ Dual Action Topical Treatment for Dogs
First Defense™ Dual Action Topical Treatment for Dogs
FieldForce™ for Dogs

First Defense™ for Dogs

Optiopal/alicrate icxt in parentheses or brackets Page 1 of 8
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_______________ February 4, 2011

EPA Reg No.: 2596-RAL _ Revised March 27, 2012
MASTER LABEL- -

FicidForce™ Dual Action Topical Solution for Dogs
First Defense™ Dual Action Topical Scolution for Dogs

[Each of the above brands will be packaged in the weight clusses designated below: ]
Weighing Up to 22 Ibs.
Weighing 23 1o 44 [bs.
Weighing 45 1o 88 Ibs.
Weighing 89 - 132 lbs.

ACTIVE INGREDIENTS:

FIPromil... oo e 9.80%
(S)-MEthOPICNEC. ... i s et et et et et e e et ea e et e e 8.80%
OTHERINGREDIENTS .. e 81,40%
TOTAL (..o e e 100.00%

KEEP GQUT OQF REACH OF CHIHLDREN
CAUTION: Scc back panel for additional precautionary statements.

NET CONTENTS: Contains (number} tubes, cach _fl. 0z. (__ml)

For Dogs and Puppics Weighing: | Net Contents (Each tube)
Up to 22 Ibs, ] 0.023 fl. 0z. (0.67 ml.) B
23 to 44 lbs. 0.045 £. 0z. {1.34 ml.}
45 - 88 1bs. 0.091 fl. 0z. (2.68 ml.)
89-1321bs. 0.136 11. 0z. (4.02 ml.)

EPA Reg. No. 2596-RAL
LPA Est. No.

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation. N
Made by The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094 (U.S.4.)

[ Cat Warning: A cat prohibition icon will appear on the front panel and back panels, ard
possibly an additional placement on a side panel. j

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS., CAUTION,
Harmful if swallowed. Causes eye irritation. Avoid confact with skin, eyes or clothing. Wash

thoroughly with socap and water after handling.

HAZARDS TO DOMESTIC ANIMALS.
For external use only. Do not use on puppies under 8 weeks of age. Individual sensitivitics,

while rare, may occur after using any pesticide product. Pets inay experictice some temporary
irritation at the site of product application. If signs persist, or become more severc within a few

Qptional/alternate text in parentheses or brackets “Fage 20f%
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PRI AmAd wed W R TE AaTLP Februal’y 4, 2011

EPA Reg. No.: 2596-RAL Revised March 27, 2012
MASTER 1.ABEL- -

days of application, consult a vcterinarian immediately. 1f your pet has an unusual reaction to
the initial application, consult a vetermarian before repeating treatment. Certain medications can
interact with pesticides. Consult a veterinarian before using on medicated, debilitated or aged

animals.

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE: Do not use or store near heat or open flame.

FIRST AID
Have the product container or label with vou when calling a poison coutrol center or doctor, or

going for freatment. For additional information on this pesticide product (including hcalth
concerns, medical emergencies or pesticide incidents, you may ¢all1-800-275-1414.

IF SWALLOWED: Call 2 poison control center or doctor immediately for treatment advice.
Have persou sip a glass of water if able to swallow. Do not induce vomiting unless told to do so
by a poison control center or doctor. Do not give anything by mouth to an unconscious person,

IF IN EYES: Hold eve open and rinse slowly and gently with water for 15-20 minutes,
Remove contract Ienses, if present, after the first 3 minutes, then contimue rinsing ¢ye, Cail a
poison control center or doctor for treatrnent advice,

I¥F ON SKIN OR CLOTHING: Takc off contaminated clothing. Rinse skin immediately with
plenty of water for 15-20 minutes. Call a poison centrol center or doctor for treatment or advice.

DIRECTIONS FOR USE :
It is a violation of Federal law to use this product in a manner inconsistent with its {abeling.

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS OR ON PUPPIES 8 WEEKS OF AGE OR OLDER

'.I'HIS PRODUCT IS APPROVED FOR USE ON ALL DOGS, INCLUDING BREEDBING,
PREGNANT AND LACTATING BITCHES

Optional/alternate text in parentheses or brackets Page30f8
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AAM vE ANWAVA MALE ALY FE‘.’fuary 4, 2011
EPA Reg. No,: 2596-RAL Revised March 27, 2012

MASTER LABEL- -

€) Remove one applicator
tube from the package and
hold in an upright pasiticn
pointed away from your
face.

€ Twist dispensing tip
"l clockwise about ¥z turn
while pushing down to
break the tube’s seal.
Do not remove the
dispensing tip.

SHOULDER -

/BLADES

€ Position the dispensing tip on the dog’s back
between the shoulder blades. Use the dispensing
tip of the tube to part the dog’s hair so that the
product will be applied at skin level. Begin
sgueezing out the contents of the tube to form a
stripe as you move from the shoulder blades
along the dog’s back to the base of the tail.

¢) Repeat every month,

Optional/alternate text in parentheses or brackets

Page 4 of 8
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FY TS ¥ Anwdwd CHAC FESV FEbl"lla!’y 4, 2011
BEPA Reg. No.: 2566-RALL Revised March 27, 2012
MASTER LABEL- -

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage and disposal.

PESTICIDE STORAGE: Keep this preduct in ifs tightly closed original container, when not in
use. Store in a cool, dry (preferably locked) arca that is inaccessible to children and anirnals,

PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on
site or at an approved waste disposal facility.

CONTAINER DISPOSAL: Non-refillable container. Do not reuse or refill this container. Jf
empiy: Offer for recycling, if available. If partly filled: Call your local solid waste agency for
disposal instructions. Never place unused product down any indoor or outdoor drain.

For more information call cur (flea and tick) experts at [-800-275-1414 (weekdays, 9 am ~ 5 pm
E.S.T)

INDIVIDUAL TUBE TEXT

[ Product name will be followed by weight of dog for which tube is intended]

[A duplicate weight class designation may be printed on the tube]

Active Ingredients:
Fiproni! 9.8%, S-Methoprene 8.8%

Keep Out of Reach of Children

Caution
Read accompanying label before use

[Range of volumes from 0.023 {l. oz (.67 mi) to 0.136 1. 0z (4.02 ml) depending upon weight of dog]

EPA Reg. No. 2596-RAL
EPA Est. No.

OPTIONAL/ALTERNATE LABEL TEXT
Weighing up to 221bs Ibs.

Weighing 23 - 44 1bs.

Weighing 45 - 88 ibs.

Weighing 89 - 132 1bs.

[Adult Fleas]
Kills Fleas (that may transmit tapeworm) (for) (28 days) (30 days) (1 month) (4 weeks) ('m deas)

Optional/alternate text in parentheses or brackets Page S of 8
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ARGl LA ARG R VLT TRALILY Febru& l‘y 4, 201 1
EPA Reg. No.: 2596-RAL Revised March 27, 2012
MASTER LABEL- -

Kills (Adult) Fleas (for up to 3 months)

Kills fieas that may cause {flea allergy dermatitis) (and) {flea bite anemia (for} (28 days) (30
days) (1 month) (4 weeks) (3 months) (on dogs)

Kiils newly emerged adull Fleas before they lay eggs

If there is a hugh risk for flea reinfestation, a once a month application may be needed

Stops existing infestations

Prevents establishment of new infestations

{Flea Eggs]
Kilis Flea Eggs (and Flea Larvae) (for) (28 days) {30 days) (1 month) (4 weeks)

Prevents Flea Eggs from hatching

[Ticks]

Kills Ticks (for) (28 days) {30 days) (1 month) (4 weeks)

Kills (all stages of ) Brown Dog Ticks, American Dog Ticks, Lone Star Ticks and Deer Ticks
{for} (28 days) (30 days) (1 month} (4 weeks)

Kills (all stages of } Deer Ticks (that may carry Lyme disease} (for) (28 days) {30 days) (]
month) (4 weeks) (on dogs)

Kilis al) biting stages of ticks

Kills adult (brown dog) (deer) ticks, nymphs and larvae

Kills Ticks including those that may transmit Lyme disease

[Lice & Mange]
Rapidly eliminates chewing lice infestations
Aids in Control of sarcopiic mange infestations

[Multiple]

"Kills Fleas, Ticks, Flea eggs, Chewing Lice, (Flea larvae)
Kills Fleas, Ticks, Flea eggs, (Flea larvae) (through contact) (fory (28 days) (30 days) (1 month)
(4 weeks)
Kilis Fleas, Ticks, Fiea Eggs, (Flea larvac), (Chewing lice) (through contact) (for) (28 days) (30
days) (1 month) (4 weeks)
Kills Fleas, Ticks, Flea eggs, (Flea larvae) (after contact) (for) (28 days) (30 days) (! month) (4
weeks)
Prevents development of all flea stages for up to 3 months.
Kills adult Fleas, Flea Eggs and Larvae (for up to three months)

Kills Fleas, Brown Dog Ticks, Deer Ticks, Flea Eggs, (Flea larvac) {after contact) (for) (28 days)

(30 days) (1 month) (4 weeks)
Controls Flea and Tick infestations {on dogs) {for} (28 days) (30 days) {1 month) (4 Weeks')
Provides fast, cffective and convenient treatinent and control of fleas, ticks, chewing lice aad

mosquitoes (for dogs and puppies)

Helps prevent re-infestation of fleas and ticks (for) (28 days} (30 days) (1 month) (4 weékS)_
Helps prevent flea and tick re-infestation {for) (28 days) (30 days) (1 month) (4 weeks)

E)dptiomlfaltemate text in parentheses or brackets Pape Sof&
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e rearuary 4, Zuil
FPA Reg. No.: 2586-RAL Revised March 27, 2012
MASTER LABEL- -

Kills flea eggs and flea larvae to help prevent future re-infestations
Kills all stages of the flea life cycle

Breaks the flea lite cycle

Prevents ali flea stages {cggs, larvae, pupae) from developing

[Mosquitoes]
Kills mosquitoes within 24 hours for up to 7 days, and within 48 hours for up to 28 days.

Kills Mosquitoes that may transmit West Nile virus (for} (28 days)(1 month) (4 weeks){on dogs)
Kills Mosquitoes that may transmit heartworm (for) {28 days)}1 month) (4 weeks){on dogs)

Controls flea and tick infestations

Once-a month Flea and Tick {Prevention) (Treatment) (Control) (Solution)
Monthly Flea and Tick (Prevention) {Treatment) (Control) (Solution}

(28 day) (30 day) (I month) {4 weck) Flea and Tick (Prevention) (Treatment) {Control}
{Solution)

Prevents flea eggs from developing into biting adults (for) (up to) (30 days) (1 month) (4 weeks)
Gentle protection for dogs (and puppies)

Quick drying (formula}

Dries quickly

Stays on and doesn’t rub off

Spreads with dog’s natural skin oils

Kills fieas for 30 days (I month) (4 weeks)

Stops and prevents infestations

Prevents re-infestation

Prevents and controls re-infestation{s)

Rapidly eliminates fleas

Fast acting

Long lasting

Effective and convenient topical treatment

Kiils fleas {and ticks) through (after) contact

(With) patented applicator

(With) patent pending applicator

Waterproof

Easy spot on topical applicator

Do not reapply product for 30 days

Remains effective even after bathing, water imimersion, or exposure to suniight

(Product Name) remains effective even after bathing, water immersion, or exposure to smﬂlght
Avoid contact with treated area until dry.

Can also be used on breeding, pregnant and lactating bitches

Convenient to use

Contains Fipronil and the insect growth regulator {IGR) (S)-Methoprene. {product name)
effectively targets all stages of fleas. Fipronil collects in the oils of the skin and hair follicles,.
and continues fo be released from hair follicles onto the skin and coat, resulting in long-lasting

activity against fleas, ticks and chewing lice.

Optional/alternate text in parentheses or brackets Page 7 of §
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reoruary 4, zull
EPA Reg. No.; 2596-RAL Revised March 27, 2012
MASTER LABEL- -

New (Formula) {claim to be removed after 6 months)

Containg Fipronil and (S)-Methoprene {, the active ingredients used in Frontline Plus ®),

(Brand name) is not manuiactured by or distributed by Merial. Frontline Plus® is a registered

trademark of Merial.
Compare to Frontline Plus®

For dogs and puppies § weeks of age or older
Specially formulated for dogs and puppies

NON-PESTICIDE RELATED CLAIMS AND OTHER OPTIONAL TEXT
1% dose, 2™ dose, 3" dose (X dose)

First month, second month, third month {Xth month)
Value pack

{X) month supply

{X) monthly treatment(s)

Fragrance-free

Unscented

Convenient {easy to use) applicator

X Pro-cision Flo® Applicator(s}

(Pro-cision Flo®Applicator)

Direct to your dog’s skin
Easy (simple) to use (handle) (apply)

Afier application, the treated area may appear wet {or) (oily) for up to 24 hours

You may bathe your dog 48 hours after apphcation

To help remind you when you last applied treatment, simply write in the date when cach dose is
applied:
FirstDose
Second Dose
Third Dose
Xth Dose

Hartz” and other trademarks are trademarks of The Hariz Mountain Corporation

Optional/alternate text in parentheses or brackets Page § of 3
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. _ Kebruary 4, 2011
EPA Reg. No.: 2596-RAL Revised March 27, 20612
MASTER LABEL.- -

Hartz® Reference # 130

Alizrngte Brand Namss

Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Treatment for Dogs
Hartz® UltraGuard Pro® Flea (and) (&) Tick Topical Treatment for Dogs
Hartz® UltraGuard Max™ Flea (and) (&) Tick Topical Treatment for Dogs

Hartz® InControl Advanced® Flea (and) {&) Tick Topical Trealment for Dogs
Hartz® ImControl Max™ Flea (and) (&) Tick Topical Treatment for Dogs

Reva Advanced™ Flea (and) (&) Tick Topical Treatment for Dogs
Hartz® Revo Advanced™ Flea (and} (&) Tick Topical Treatment for Dogs

Hartz® Pro Force™ Dual Action Topical Treatment for Dogs
Hariz® FieldForce™ Dual Action Topical Treatment for Dogs
Hartz® First Defense™ Dual Action Topical Treatment for Dogs

Hartz® Pro Force™ for Dogs
Hartz® FieldForce™ for Dogs
Hartz® First Delense™ for Dogs

Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Solution for Dogs
Hartz® UltraGuard Pro® Flea (and) {&) Tick Topical Solution for Dogs
Hartz® UltraGuard Max™ Flea (and) (&) Tick Topical Solution for Dogs

Hartz® InControl Advanced® Flea (and) (&) Tick Topical Solution for Dogs
Hartz® InContro! Max™ Flea (and) (&) Tick Topical Solution for Dogs

Revo Advanced™ Flea (and) (&) Tick Topical Solution for Dogs
Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Sclution for Dogs

Hartz® Pro Force™ Dual Action Topical Solution for Dogs
Hartz® FieldForce™ Dual Action Topical Solution for Dogs
Hartz® Firsi Defense™ Dual Action Topical Solution for Dogs

Hartz® Pro Force™ for Dogs
Hariz® FieldForce™ for Dogs
Hariz® First Defense™ for Dogs

FieldForce™ Dual Action Topical Treatment for Dogs
First Defense™ Dual Action Topical Treatment for Dogs
FieldForce™ for Dogs

First Defense™ for Dogs

Optional/alternate text in parentheses or brackets Page T nf 8



it s DVGLIELCLLE LY Kebruary 4, 2011
EPA Reg. No.: 2596-RAL Revised March 27, 2012
MASTER LABREL. -

FicldForce™ Dual Action Topical Solution for Dogs
First Defense™ Dual Action Topical Solution for Dogs

[Each of the above brands will be packaged in the weight classes designated below:]
Weighing Up to 22 Ibs.
Weighing 23 to 44 Ibs.
Weighing 45 to 88 lbs.
Weighing 89 - 132 ibs.

ACTIVE INGREBIENTS:

F )51 ¢ 1] D OO ORISR 9.80%
{S)-MOTROPIEIE. .o esiiit e et e et e e et e 8.80%
OTHER INGREDIENTS ...ooooioieeeeee oo ooseeeemeseeerreennee 81,40%
TOTAL . o e s i e e e e 100.00%

KEEP OQUT OF REACH OF CHILDREN
CAUTION: See back panel for additional precautionary statements.

NET CONTENTS: Contains (number) tubes, each _ fl. oz. ( ml)

For Dogs and Puppies Weighing: Net Contents (Each tube)
Up to 22 Ibs. 0.023 fl. oz, {0.67 ml,)
23 t0 44 Jbs. 0.045 1. oz. (1.34 ml.)
435 - 88 1bs. 0.091 fl, oz. (2.68 ml.)
89 — 132 Jbs, 0.136 {l. oz. (4.02 ml.)

EPA Reg. No. 2596-RAL
EPA Est. No.

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation.
Made by The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094 (U.S.A))

[Cat Warning: A cat prohibition icon will appear on the front panel and back panels, and
possibly an additional placement on a side panel J

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS, CAUTION,
Haymful if swallowed. Causes eye irtitation. Avoid contact with skin, eyes or clothing. YWash

thoroughly with soap and watcr after handling.

HAZARDS TO DOMESTIC ANIMALS.

For external use only. Do not use on puppies under 8 weeks of age. Individual sensitivities,
while rarc, may occur after using any pesticide product. Pets may experience some temporary
irritation at the site of product application. If signs persist, or become more severe within a few

Optionalalternate text in pa_rzf:zthes es or brackets - - - Papc 2 ot &
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[RALLE  BRICCERCE #1090 Yebruary 4, 2011
EPA Reg. No.: 2556-RAL Revised March 27, 2012
MASTER LABEL- -

days of application, consult a veterinarian immediately. If your pet has an unusual reaction to
the initial application, consult a veteninarian before repeating treatment. Certain medications can
interact with pesticides.- Consult a veterinarian before using on medicated, debilitated or aged

animals.

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE: Do not use or storc ntear heat or open flame.

FIRST AID
Have the product container or label with you when calling a poison control center or doctor, or

going for treatment. For additional information on this pesticide product (including health
concerns, medical eniergencies or pesticide incidents, you may call1-800-275-1414,

IF SWALLOWED: Call a poison control center or doctor immediately for treatment advice.
[1ave person sip a glass of water if able to swallow. Do net induce vomiting unless told to do so
by a poison control center or doctor. Do not give anything by mouth to an unconscious person.

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes.
Remove contract Ienses, if present, after the first 5§ minutes, then continue rinsing eye. Call a
poison control center or doctor for treatment advice.

1F ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately with
plenty of water for [5-20 minutes. Call a poi son control center or doctor for treatinent or advice.

DIRECTIONS FOR USE
It is a violation of Federal law 1o use this product in a manner inconsistent with its labeling.

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS OR ON PUPPIES 8 WEEKS OF AGE OR OLDER

THIS PRODUCT IS APPROVED FOR USE ON ALL DOGS, INCLUDING BREEDING,
PREGNANT AND LACTATING BITCHES

Optional/alternate text tn parentheses or brackets Pagc 3 of &
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AL ISCLECCICE HLAU February 4, 2011
EPA Reg. No.: 25%6-RAL Revised March 27, 2012
MASTER LABE]L.. -

€ Remove one applicator
tube from the package and
hold in an upright position
pointed away from your
face.

@) Twist dispensing tip
1 clockwise about V2 turn
while pushing down to
break the tube’s seal.
Do not remove the
dispensing tip.

€ Position the dispensing tip on the dog’s back
between the shoulder blades. Use the dispensing
tip of the tube to part the dog’s hair so that the
product will be applied at skin level. Begin
squeezing out the contents of the tube to form a
stripe as you move from the shoulder blades
along the dog’s back to the base of the tail.

¢) Repeat every month.

Optional/alternate text in parentheses or brackets Page 4 of T

87



LAy BKICLUHYE LIV February 4, 2011
EPA Reg. No.: 2596-RAL Revised March 27, 2012
MASTER LABEL- -

STORAGE AND DISPOSAL
Do not contaminate water, focd or feed by storage and disposal.

PESTICIDE STORAGE: Keep this product in its tightly closed original container, when not in
use. Store in a cool, dry {preferably locked) area that is inaccessible to children and animals.

PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on
site or at an approved waste disposal facility.

CONTAINER DISPOSAL: Non-refillable container. Do not reuse or refill this container. Jf'
empty: Offer for recycling, if availabie. If partly filled: Call your local solid waste agency for
disposal instructions. Never place unused product down any indoor or cutdoor drain.

For more information call our (flea and tick) experts at 1-800-275-1414 (weckdays, 9 am - 5 pm
E.S.T.)

INDIVIDUAL TUBE TEXT

[Product name will be followed by weight of dog for which tube is intended]
[4 duplicate weight class designation may be printed on the tube]

Active Inpredients:
Fipronit 9.8%, S-Methoprene 8.8%

Keep Out of Reach of Children
Caution
Read accompanying label before use

[Runge af volumes from 0,023 1. oz. (67 ml} 10 0,136 {1. oz (4.02 ml) depending upon weight of dogf

EPA Reg. No. 2596-RAL
EPA Est. No.

OPTIONAL/ALTERNATE LABEL TEXT
Weighing up to 221bs 1bs.

Weighing 23 - 44 1bs.

Weighing 45 - 88 ibs.

Weighing 89 ~ 132 Ibs,

[Adult Fleas) _
Kills Fleas (that may transmit tapeworm) {for) (28 days) (30 days) (1 month) (4 wecks) {c1-dogs)

Optional/alternate tcxt in parentheses or brackets Page 50f §
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RaaLle  ACIELCUCY #1389 February 4, 2011
EPA Reg. No.: 2596-RA1L Revised March 27, 2012
MASTER LABLL.- -

Kills (Adult) Fleas (for up to 3 months)

Kills fleas that may cause (flea allergy dermatitis) (and) (flea bite anemia (for) (28 days) (30
days) (1 month) (4 weeks) {3 months) (on dogs)

Kilis newly emerged adult Fleas before they lay eggs

If there is a high risk for flea reinfestation, a once a month application may be needed

Stops existing infestations

Prevents establishment of new infestations

[Flea Eggs]
Kills Flea Eggs (and Flea Larvae) (for} (28 days) (30 days) (1 month) (4 weeks)
Prevents Flea Eggs from hatching

{Ticks]

Kills Ticks (for) {28 days) (30 days) {1 month} (4 weeks)

Kills (all stages of ) Brown Dog Ticks, American Dog Ticks, Lone Star Ticks and Deer Ticks
(for) (28 days) {30 days) (1 month) (4 weeks)

Kills (all stages of ) Deer Ticks (that may carry Lyme disease) (for) (28 days) (3G days) (1
month} (4 weeks) {on dogs)

Kills all biting stages of ticks

Kills adult (brown dog) (deer) ticks, nymphs and larvae

Kiils Ticks including those that may transmit Lyme discase

[Lice & Mange]
Rapidly eliminates chewing lice infestations
Aids in Control of sarcoptic mange infestations

[Multiple]

Kills Fleas, Ticks, Flea eggs, Chewing Lice, (Flea larvae)

Kills Fleas, Ticks, Flea eggs, (Fica larvae) (through contact) {for) (28 days) (30 days) {1 month)
(4 weeks)

Kiils Fleas, Ticks, Flea Eggs, (Flea larvae), (Chewing lice) (through contfact) (for) (28 days) (30
days) (1 month) (4 weeks)

Kilis Fleas, Ticks, Flea eggs, (Flea larvac) (after contact) (for) (28 days) (30 days) (1 month) (4
weeks) :

Prevents development of all flea stages for up to 3 months.

Kills adult Fleas, Flea Eggs and Larvae (for up to three months)

Kills Fleas, Brown Dog Ticks, Deer Ticks, Flea Eggs, (Fiea larvae) (after contact) (for) (28 days)

(30 days) (1 month) (4 weeks) _
Controls Flea and Tick infestations {on dogs) (for) (28 days) (30 days) (1 month) {4 weeks). -
Provides fast, effective and convenient treatment and control of fleas, ticks, chewing lice und

mosquitoes (for dogs and puppies)

Helps prevent re-infestation of fleas and ticks {(for) (28 days) (30 days) (1 month) (4 weeks)-
Helps prevent flea and tick re-infestation (for) (28 days) (30 days) (1 month} (4 weeks)

Optional/alternate text in parentheses or brackets Page 6 Jf §
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FREANL  TACIGECUCE 1Y February 4, 2011
EPA Reg. No.: 2596-RAL Revised March 27, 2012
MASTER LABEL- -

Kills flea eggs and flea larvae to help prevent future re-infestations
Kilis all stages of the flea life cycle

Breaks the flea life cycle

Prevents all flea stages (eggs, larvae, pupae) from developing

[Mosquitoes)

Kills mosquitoes within 24 hours for up to 7 days, and within 48 hours for up to 28 days.

Kills Mosqguitoes that may transmit West Nile virus (for) (28 days)}(1 month) (4 weeks¥on dogs)
Kills Mosquitoes that may transmit heartworm {for) (28 days)(1 month) (4 weeks)(on dogs)

Controls flea and tick infestations

Once-a month Flea and Tick (Prevention) (Treatment) (Control) (Solution)
Monthly Flca and Tick (Prevention) (Treatment) (Control) (Solution)

(28 day) (30 day) {1 month) {4 week) Flea and Tick (Prevention) (Treatment) (Control)
{Solution)

Prevents flea eggs from developing into biting adults (for) (up to} (30 days) (I menth) (4 weeks}
Gentle protection for dogs (and puppices)

Quick drying {formula)

Dries quickly

Stays on and docsa’t rub off

Spreads with dog’s nataral skin oils

Kitls fleas for 30 days {1 month} (4 weeks)

Stops and prevents infestations

Prevents re~infestation

Prevents and controls re-infestation(s)

Rapidly eliminates fleas

Fast acting

Long lasting

Effective and convenient topical treatment

Kills fleas {and ticks) through {after) contact

{With) patented applicator

(With) patent pending applicator

Waterproof

Easy spot on topical applicator

Do not reapply product for 30 days

Remains effective even after bathing, water immersion, or exposure to sunlight

(Product Namie) remains cffective even after bathing, water immersion, or exposuze to sunhght.
Avoid contact with treated area until dry.

Can also be used on breeding, pregnant and lactating bitches

Convenient to use

Contains Fipronil and the insect growth regulator (IGR) {S)-Methoprene. (product name)
effectively targets all stages of fleas. Fipronil colleets in the oils of the skin and hair folii-ler,
and continues to be released from hair follicles onto the skin and coat, resulting in long-] us hhg
activity against fleas, ticks and chewing lice.

Optional/alternate texi in parentheses or brackets Pagc: ';7:1” a
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HANE  IKRICICNCE #1500 Kebruary 4, 2011
EPA Reg. No.: 2596-RAL Revised March 27, 2612
MASTER LABEL~-

New (Formula) {claim to be removed after 6 months)

Contains Fipronil and (S)-Methoprene (, the active ingredients used in Frontline Plus ®).
(Brand name) is not manufactured by or distributed by Merial. Frontline Plus® is a repistered

trademark of Menal.
Compare to Frontline Plus®

For dogs and puppies 8 weeks of age or older
Specially formulated for dogs and puppies

NON-PESTICIDE RELATED CLAIMS AND OTHER OPTIONAL TEXT
1¥ dose, 2™ dose, 3™ dose (X" dose)

First month, second month, third month {Xth month}
Value pack

{X) month supply

(X) monthly treatment(s)

Fragrance-free

Unscented

Convenient (easy to use) applicator

X Pro-cision Flo® Applicator(s)

(Pro-cision Flo®Applicator )

Direct to yout dog’s skin
Easy {simple) to use (handle) {apply)

After application, the treated area may appear wet {or) {oily} for up to 24 hours

You may bathe your dog 48 hours afler application

To help remind you when you last applied treatment, simply write in the date when each dose is
applied:
First Dose
Second Dose
Third Dose
XthDose

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation

Sﬁtionaﬁaltematc text in parentheses or brackets Page é:}?
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48684600

THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUS, NEW JERSEY 07094-3688 » 201/271-4800

November 29, 2011

Document Processing Desk

Office of Pesticide Programs {7504F)
US Environmental Protection Agency
Room S-4900, One Patoniac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Altention: Mr. Richard Gebken (PM #10)

RE: HARTZ REF #128, EPA Reg. No. 2596-RAG
HARTZ REF #129, EPA Reg. No. 2596-RAU
HARTZ REF #130, EPA Reg. No. 2596-RAL
HARTZ REF #131, EPA Reg. No. 2596-RAA

SUBMISSION OF CHILD RESISTANT PACKAGE TESTING

Dear Mr. Gebken,

The Hartz Mountain Corporstion, 400 Plaza Drive, Secaucus, NJ 07094-3688 is
submitting the Child Resistant Package Testing Reports for the above listed products.
There are five reports (three copies of each), one covering each of the five dosages and
we have also included a summary report for all five studies. The attached transmittal
document identifies which studies support the above registrations.

The submission of these reports should complete the registration requirements for the
above listed products,

If you have any questions or require additional information, please contact me at 201 -
271-4800, ext 7302 or smcnear{@har{z.com.

Sincerely,
sean McNear _

Director Regulatory Affairs

Enclosure
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THE HARTZ MQUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUS, NEW JERSEY 07094-3688 » 201/271-4800

CHILD RESISTANT PACKAGING CERTIFICATION STATEMENT
Title 40 part 157 subpart B

Repistrant Name and Address:
The Hartz Mountain Corporation
400 Plaza Dnive

Secaucus, NJ 07094-3088

Products;

Hartz Reference # 128, EPA Reg. No. 2596-RAG
Hartz Reference # 129, EPA Reg. No. 2596-RAU
Hartz Reference # 130, EPA Reg. No. 2596-RAL
Hartz Reference # 131, EPA Reg. No. 2596-RAA

1 certify that the packaging that will be used for the products listed above meet the
standards of 40 CFR 157 .32,

/é%@[/ X% | Mgyember 1501

Sean McNear Drate
Director Regulatory Affairs
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TRANSMITTAL DOCUMENT

1. NAME AND ADDRESS OF SUBMITTER
The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094

2. REGULATORY ACTION IN SUPPORT OF WHICH THESE PACKAGES ARE SUBMITTED
Submission of Child Resistant Packaging Testing Reports:
Fipronil; Harfz Reference #128, EPA File Symbol 2596-RAG
Fipronil; Hartz Reference #128, EPA File Symbol 2596-RAU
Fipronif and (S}-Methoprene,; Hartz Reference #130, EFA File Symbol 2596-RAL
Fipronif and (S)-Methoprene, Hartz Reference #131, EPA File Symbol 2586-RAA

3. TRANSMITTAL DATE November 29, 2011
4, LIST OF SUBMITTED DOCUMENTS

3684601 VOLUME 1 Child Resistant Package Test Final Report (3 copies)
NCRT Job # 11-051
Fill Volume 0.5 mL

For Hartz Ref. # 129, EPA Reg. No. 2596-RAU
For Hartz Ref. # 131, EPA Reg. No. 2586-RAA

8684602VOLUME 2 Chiid Resistant Package Test Final Report (3 copiss)
NCRT Job # 11-052
Fill Volume 0.67 mL

For Hartz Ref. # 128, EPA Reg. No. 2596-RAG
For Hartz Ref. # 130, EPA Reg. No. 2596-RAL

16848603 VOLUME 3 Child Resistant Package Test Final Report (3 copies)
NCRT Job # 11-053
Fill Volume 1.34 mL

For Hartz Ref. # 128, EPA Reg. No. 2586-RAG
For Hartz Ref. # 130, EFA Reg. No. 2596-RAL

1664604 VOLUME 4 Child Resistant Package Test Final Report (3 cupies)
NCRT Job # 11-080
Fill Volume 2.68 mL

For Hartz Ref. # 128, EPA Reg. No. 2596-RAG
For Hartz Ref. # 130, EPA Reqg. No. 2596-RAL
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B6846L5 VOLUME 5 Child Resistant Package Test Final Report {3 copies)
NCRT Job # 11-061
Fill Volume 4,02 ml.

For Hartz Ref. # 128, EPA Req. No. 2596-RAG
For Hartz Ref. # 130, EPA Reg. No. 2536-RAL

8684608 VOLUME 6 Child Resistant Package Test Summary Report (3 copies)
Filt Volumes 0.5 mbL; 8.67mbL; 1.34 mL; 2.68 mL; 4.02 mL
For Hartz Ref. # 129, EPA Reg. No. 2596-RAU
For Hartz Ref. # 131, EPA Reg. No. 2596-RAA
For Hartz Ref. # 128, EPA Reg. No. 2596-RAG
For Hartz Ref. # 130, EPA Reg. No. 2596-RAL
VOLUME 7 Child Resistant Packaging Certification Statement {3 copies)
_ For Hartz Ref. # 129, EPA Reg. No. 2586-RAU
A DﬁM { N For Hartz Ref. # 131, EPA Reg. No. 2596-RAA

For Hartz Ref, # 128, EPA Reg. No. 2596-RAG
For Hartz Ref. # 130, EPA Reg. No. 2596-RAL

5. COMPANY OFFICAL Sean McNear, Director Regulatory Affairs

6. SIGNATURE /’5,\ Qﬂ% /) M

7. PHONE 201-271-4800, ext. 7302
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ENVIRONMENTAL PROTECTION AGENCY |

. ‘#«m %‘. i ETA Registratian Mo, Date of Tssuonce:
& ﬁ '2 Qtifice of Pesticide Programs
4 Registration Division {7305F) i Tuly 9, 2012
1200 Pennsybvania Ave,. N.W. l 1596-165 '

Washington, D.C. 20460

Term of Issuance:

NOTICE OF PESTICIDE:

B Registration Unconditional
(1 Reregistration
{under the Federa) Insecticide, Fungicide, snd Rodenticide Agt, as Nane of Pesticide Product:
arendad) Hartz ® Reference # 130

Name and Address of Registrant {incltude ZiP Code):

The Hartz Mountain Corporation,
400 Plaza Drive,
Secaucus, NY 07094

ch* Changes in labelmg differing in substance from that acegpted in connecilon with this reglstrntmn st be submitted to -
*and dccipted by the Regmmtmn Bivizion priér’ o use nf the habc:i in cammerce In any usrre;epondmce nn th;s, pmdncl
always refer 16 the ‘abuve EPA registration number. S

O the basis of inforinstion furnished by the registrant, the above named pesticide is bereby registered under the Federal
Insecticade, Fungicide and Rodentizide At
Hegistration {s in no wiy 1o be construed s an endorsement of recomumendation of this product by the Agency. Tn order to

protect health and the environment, the Administrator, o his motion, may at any time suspend or cuncel the registration of

a pesticide in accordance with the Agt. The acceptance of any nante in connection with the registration of a product under
this Act is not to be construed as giving the registrant a rizht to exclusive use of the name or o 13 use if i has been
covered by others.

Thiz action 5 taken undar the anthority of section 3{¢)(5) of the Faderal Tnsactivide, Fungicide, sand Rodemticide Act, as
amended. Registration under this section dees not ediminate the need for cortinual reassessment of pesticides. EPA may
require submission of data at any trroe 10 maintain the regisiration of your product,

Terms of Registration
1. EPA has registered the product Listed above provided that the following change is made to the label before

vou refease the product for shipment:

a. Revise the EPA Registration Number to read: “EPA Registration No 2596-1657

b. The Net Coments in all locations must be displayed in accardance with the description identified in the
Labeling Consistency Committee’s clarification. This information may be located at the following
Agency web site under miscellaneous
http/www epa.goviope(008 ] /regulatinz tabe lsabel review fag htm#miscellaneous. “Regarding
listing net confents - Net weight or comterts must be stated on a pesticide label in accordance with
FIFRA [2Hq}2XCW) and 40 CFR 158180231 %i0). BPA imerpretation of the statutory and regulatory
requirements is that the label must staw the total weight for the entire contents as sold and distributed. To

Signature of Approving Offteial: Date:

oot Pt S
Refer io Page 3 July 6,2012

Richard I, Gebken, Product Manager (10}
Registration Division, Insecticide Branch

EPA Form £570-4
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Page 2 of §

addition, the iabel may indicate the net weight and imiantity of individual units within the carton.  For example, "Net
Weight 6.25 tbs. (28 « Soz. packets).” Fer additional information regarding the Net Weight/Contents statement,
please reference Chapter 17 of the Label Review Manual at g wwiw epg.govoppiead abeling/lrm‘chap.
17.him.”

¢. Under the brand name “Hart2® Reference # 138" and any other alternate brand name, add the following
statement “Fer use ONLY on DOGSE 8 weelts and slder™ The word YOG the word “puppics & weckss
and older” must be the same size as the brand name.

d. The staternent “[Cat Warning: A cat prohibition icon will appear on the front panel and back panels, and
possibly an additienal placement ap a side pancl.]” is madequate. Specific locations for all Cat Warnings
must be presenied on the draft label for review of acceptabifity.

¢. Picteres: Hartz must place large, clear pictares of the appropriate species en the front panel.

f.  Revise the precautionary stalements by replacing the sentence: “Harmful if swatlowed.” with “Harmful if
swallowed or absorbed through the skin”

g. Repluce "Wash thoronghly with spap and water after handling.” with "Wash thoroughly with soap and
water aller handling aund before cating, drinking, chewing gum, using tebacco or using the toilet,

h. Repiace "Individual sensitivities, while rare, may occur afier using any pesticide product.® with
"Sensitiviiies may scout after using ANY pesticide product for pets. If signs of sensitivity occur bathe vour
pet with mild soap md rinse with large amounts of water. If signs continue, eonsult 2 vererinurian
mmediately.”

. Remove "If signs persist, or become more severe within a few days of application, consult a veterinarian
immediately.” This statement i3 incorrect and has been incorporated as part of the sensitivity statement
directly above.

j.  Replace “Consult a veterinarian before using on medicated, debilitated or aged animals.” with "Consulta
veterinarian before using this product on debilitated, aged, pregnant or nursing animals.”

k. Replace the medical contact information statement at the top of the First Aid Section with
“Have product container or label with yvou when calling a poisen contral center or dactor, or going for
freatment, You inay also coptact the Hotling number 1-800-xx-xxx for human and veterinary health
coucerns, emergency madical treatment information or pesticide incidents.” The xxx-xxxy: must be
repluced with a phone tamber that i€ available 24/7.

1. Revise the following statement : THIS PRODUCT I8 APPROVED FOR USE ON ALL DOGS,
IMCLUDING BREEDING, PREGNANT AND EACTATING BITCHES” by replacing “IS APPROVED
FOR USE ON ALL DOGS” with “CAN BE USED ON D(OGS AND PUPPIES 8 WEEKS OR
(H.BER.”

m. Add the foliowing statement directly after “1” described direetly abeve: “D0O NOT USE ON RABBITS,
CATS, KITTENS, OR OTHER ANIMALS.”

n. Replace "Repeat every month™ with "Reapply once per month.”

o, INDIVIDUAL TUBE TEXT: Revise the Individual tube 1ext as follaws:

[Prodyct Name]

Only for use an DOGS AND PUPPIES 8 WEEKS OR QLDER
[The appropriate size and fill volume will be correctly used on each applicable dog’s
weighi category.}

Upte 22 1bs- 0,023 fl. 0z, {0.67 ml),

23 to 44 1hs.- 0.045 fl. 0z, (1.34 ml.),

45 — 88 Ths.- (.09] fl. 0z, (2.68 mL},

89 -132 Ibs.- 01136 fl. 2. (4.02 mi)

Contains Tipronil (9.80%), (8)-Methopeene (8.80%5)

KEEP OUT OF REACH OF CITILDREN

CAUTION

Sec full lubel for additional direclions

EPA Reg. No. 2596- 163
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Page Jof 5

p.  Revise the statement: “Kills Fleas {that may transmit tapeworm; (for) (28 days) (30 days) {1 month) {4
weeka} (on dogs)” by correcting the “(on dogs)y” with “{on dogs and puppies 8 weeks of age ot olden)”

g. Revise the claims: “Kills Mosguitoes that may transmit West Nile virus (for) (28 days)(1 month} (4
weeks)(on dopgs)” and “Kills Mosquitoes that may lransmit heartworm (ford (28 daysi(1 month) (4
weekson dogs)” by correcting “(on dogs) with “fon dogs and puppics § weeks of age or older)”

r.  Revise “Kills (Adult) Fleas {for up to 3 months)” by removing “(for up to 3 months)”

s. Revise “Kils fleas that may cause {flea allergy dermatitie) (and} (flea bite anemia (far) (28 days) (3¢ days)
{1 manth} (4 weeks) (3 months} (on dogs)” by remeving “{3 months)”

t. Revise the statement “Kills adult Fleas. Flea Epgs and Larvac {for up to three maonths)” by removing “(for
up w three months}?

i Revise the statement: “Provides fast, effective and convenient treatment and confrol of fleas, ticks, chewing
lice and mosquitoes {for dogs and pupples)” by adding 8 weeks or older” after “puppies”.

v. Remove the word “also” from the marketing claim : “Can also be used on breeding, pregnant and lactating
bitches™

w. Remove the following marketing claim: “Gentle protection for dogs and puppiesy” This claim is an
truplied safely claim, and detracts fron other mandatory precautionary label Janguage on the label.

x. Remove the marketing elatms “Quick drying (formula¥’, and “Dries quickly” These claims conflict with
the statement: “After application, the treated arca may appear wet {or) (6ily) for up to 24 hours.”

y. Remove the statement: “Spreads with dog's natural skin otls” The Agency’s Labeling Consistency
Committee has determined that this statement 15 false and misleading under 40C1FR 156.10.

7. The marketing claim "New {(Formula)” is allowed for a period of 6 months from the date of this Notice of
Registration.

aa. The praduct compararive claim must adhere to the Labeling Consistency Guidance document located at the
following Apency web address: hitp:www .epa.gov/pesticides/resulating/iabels/pdf metoo. pdf.

bb. Revise the statement “For dogs and puppies § weeks of age or ofder.” to: “Ounly for use on dogs and
puppies § weeks of age or older.”

co. Revise the olaim: “Specially formulated for dogs and puppics™ to:
wecks of age or older.”

dd. Replace the “(X¥’ in the following ¢lairns: “(X} month supply™ and “(X} monthly treatment(s)” with a 3.
This is the only package approved by CRP testing, and must be the only package size displayed on the
label. Any other package design would reguire additional Child Resistant Packaging testing,

ee, Remove the statements: “Fragrance-free™ and “Unscented” Claims about the Absence of an Ingredient
Statcments or claims that express the absence of cortain ingredients may be misleading statements
prohithited by 40 CFR 136.10 (a)(5}). These claims are exampies of a frue stutement used in such away as to
give a false and misleading impression fo the putchaser.

ff. Placement descriptors must be used on suy future label submissions indicating the position of all text. (ie.
Front Punel, Insert, Back Panel, ete.}. Future submissions will not be accepted unless these placement
descriptors are identified on the label at time of submission,

gz, Within 20 days of this Notice of Registration, Hartr Mountain Corporation must revise the data matrix in
accordanve with the Companion Animal Safety Data Evaluation Report (DER) dated August 16, 2011 iF
the data matrix is not sorrecied, the claims and statements associated with this DER must be removed. In
addiion, there are incorrect studies cited in the data matiis for the Acute Toxicity of the product which
needs to be corrected in the data matrix.

£

Formulated for dogs and puppies §

2. This registration ig time-limited and expites two years from the date this product is Lirst released for
shipment. You must provide the Agency with a projected "release for shipment date”, in writing within 30
days oof the date of this Netice of Registration. The Agency will caleulate the expiration date based on the
prajected "release Tor shipment date”™ until an actual release for shipment date is provided in writing.

3. Only one basic confideatial statement of {ormula (CSF) will be on file for this product at any time {(i.e., no

alternate formulations or minor formulation amendments will be submitted and/or approved for this product,
exceptio allow for alternate sources of any individual mert ingredient).

4. You must submit the following data withia the timeframe described below:
Within sixteen {16} months of the date on this Notice of Registration, provide to the Ageney acceptable data
packages for Guideline Studies: OPPTS 830.6320 (Corrosion Characteristes} and OFPTS 830.6317 {Storage
Stability),

5. You must submit quarterly enhanced incident reports and quarterly sales information in doses sold for this
product for the quarter that begins on Auguse I, 2012, The quarterly reports are due mwo months after the end of
cach quarter. Please flag any Confrdeniial Business Infornation CB1} as such. Enhanced incident reporting
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8.

Page 4 of 5

should be submitted to the Product Manager. Quarterly sales information should be submitted to the
Registration Division, [mmediate Office {attn: Kimberly Nesci).

The following i a list of infonmation that must be included in the quarterly reports for cach Incident:
LEPA Registration Nunther
Praduct name (brand name)
Lot
Where purchased; intemet, store, Veterinarian
Active Ingredient(s)
Weight range for product _
Date on which incident gceurred, (mmiddiyyyy)
State in which the incident occurred, (standard 2 fetier abbreviation)
Registrant case #
Species: dog, cat, other {specify}
Breed: {as repuorted by pet owner)
Age: months or years
Sen: M. F, or neulered
Weipght: pounds
Peimary Route of Exposure: dermal. oral, other animal. inhalation, other
Body System: neurological, dermatolegical, GI, respiratery, ocular, other Major signs noted
Time to Opset: (hours, days)
Treated by veterinarian: ves or no
First time product usced: yes or no
Misuse: use on incorrect species, overdose, too frequent dosing, other {describe}
Any known precondition '
EPA Severity Code: death, major, moderate, minor
Outcome: died, recovered, stilf treated, unknown

Along with the enhanced incident reporting. you must submit an analysis of all incidents seen, to inclode the
following details:

a.  All minor desmal and ocufar intlation reports.

b. Summary table for dogs showing number of incidents of cach severity code for each route ofexposure.
Each incident should only be reported once. If one incident has several routes of exposure, the order should
he gcular > oral > dermal. In other words, an incident with both oral and dermal exposure would be
reported as oral exposure, and an incident with both eoelar and oral expostre wottld be reported as ocular
expasure. _

¢. A similar summary table for cats {misuse or secondary exposure) showing number of incidents of each
severity code for ach route of exposure.

d. Summary table for dogs and table for cats showing number of incidents that are belivved due to
secondary exposure (e.g., multi-pet households).

2. A summary table for dogs showing number of incidents for cach severliy code for {hmm age ranges: <3
tnonths, 3-6 months, 6-9 months, ¥-12 months, L yr, 2y, Iyn, dvr, Sy, 6 yr, 7 vr, 8 vr, 9 v, 10 v, 11 v,
12y, I3 yr M4 yr, 13¥r, 215 ¥r.

{. A summary table showing the number of dog incidents for cach severity code for ecach pet weight mnge
on the product label.

2. & summary table for dog weight showing number of tncidents for each product weight range.  This
table shomld show number of incidents in dogs welighing less than that product weight range, number of
incidents in dogs in jower half of weight range, number of incidents in dogs in upper half of weight range,
and dogs weighing more than the product weight range.

h.  Table showmg number of incidents for cach dog breed.

i.  Table showing number of incidents in dogs for each clinical sign.

j.  Table showing number of incidents in dogs for cach organ systam,

k. Repart aggregate incidents, but do net combine moderaie and minor incidents.

IFEPA detenmines that future mitigation measures are necessary for all pet spot-on praducts, the Agency

will inform all registrants converned. If mitigation measures arc necessary, EPA may take repulatory action.

9.

Hartz Mounizin Corporation must adequately address all of the mitigation actions identified in the Agency’s
Uereriz Pet Spoi-On Mitigarion Plan avaiiable at the following intemet site within 60 days following the date
of this Notice of Registration: hitp:/fwww.epa. sovipesticideshealthfspot-on-meetings.htmi.
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You must submit and/cr cite all data reguired tor registration of your product under FIFRA Section 3{c)(5) when the
Agency requires all registrants of simnilar products 1o submit such data. and submit acceptable responses required for
registration review of your product under FIFRA.

Two copies of the finished Jabeling must be subruitted prior to releasing the product for shipment. If yoy
fail 1o comply with all of the Terms of Registration stated above, the regisiration will be sibject to cancellation in
accardance with FIFRA sec. 6{e) andior automatically expire. Your release for shipment of the product constitutes
vour acceptance of these conditions.

A copy of your label stamped "Accepted with Comments” is enclesed for your records. If you have any
glestions eonicerning this action, please comtact me Richard J. Gebken at {703} 303-6701 or

gebken richard @epa.gov,

Sincerely.

E/ Geble.
RJ chard Gebk

Product Maoager 10
Insecticide Branch
Registration Division (7505C)

Enclosure
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Hariz ® Reference #129 Fehrary 4, 2011
EPA Reg. No.: 2596-RAU Revised Murch 27, 2012
MASTER LABEL- -

Hartz® Reference # 129

Alternate Brand Names
Hartz® UltraGaard® Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)

Hartz® InControi® Flea (and) (&) Tick Topical Treatment for Cats {& Kittens)
Revo™ Flea (and) (&) Tick Topical Trestnent for Cats (& Kittens)

Hartz® Revo™ Flea {and} (&) Tick Topical Treatrment for Cats (& Kittens)
Hartz® Pro Force™ Topical Treatment for Cats (& Kitteny)

Hartz® FieldForce™ Topical Treatment for Cow (& Kitteng)

Hottz® First Defense™ Topical Treatment for Cats (& Kittens)

Hartz® UltraGuard® Flea {and) (&) Tick Topical Sohition for Cats (& Kittens})
Hartz® InControl® Flea {and) (&) Tick Topical Solution for Cats (& Kittens)
Revo™ ¥lea {and} (&) Tick Topical Solution for Cats (& Kittens)

Hartz® Revo™ Fles (and) {&) Tick Topical Solution for Cats (& Kittens)

ACCE
Hartz® Pro Foree™ Topical Solution for Cats (& Kittens) With %%ﬁ;gﬁ.r 3
Hartz® FieldForce™ Topiecal Solution for Cats (& Kittens) i EPA Letter Dateq:

Hartz® First Defense™ Topical Solution for Cats (& Kittens) Under the Fedorn g 0P

and Hoderticids A

FieldForce™ Topical Treatment for Cats (& Kittens) pesticide Ragistered

First Defense™ Topical Treatment for Cats (& Kittens) 02 ™ 9
FicldForce™ Topical Solution for Cats (& Kittens) SNt Y | R A
First Defense™ Topical Solution for Cets (& Kittens)

ACTIVE INGREDIENTS:
LT T3 R PO PPGUNN TP .9.70%
OTHER INGREDIENTS ..o e i cemssassaenesimncines 30,30%

TOTAL 1G0.80%%
-------------------------------------------------------------------------------------------- LA LY

KEEP OUT OF REACH OF CHILDREN
CAUTION: Sece back panc! for additional precautionary statements.

NET CONTENTS: Centging (numbert-mubssreach—-oz-{—ml)

FPA Reg. No, 2526-RAU
EBA Fst No,

Optionzl/aiternate text m parentheses or brackets Page 1 of 8

I Insecticida Fungici

: d
o Ae s e
tnder EpPa Reg‘ No:

......
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Hartz ¥ Reference #129 Febrary 4, 2011
EPA Repg. No.: 2896-RAU Revised March 27, 2012
MASTER LASEL- -

Hartz® and other rademarks are trademarks of The Hartz Mountain Corporation.
Made by The Hartz Mountain Corporation, 400 Plaza Dnive, Secaucus, NJ 07094 (U.S.A.)

FRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS, CAUTION.
Ham&ﬁal-«if—swagewed— Causcs eye irritation. Avoid contact with skin, eyes or clothing. Wash

HAZARDS TO DOMESTIC ANIMALS.
For external use only. Do not use on thte'ns under 8 weeks of age. hé&ﬁdﬁ&i—semhwﬁes—

1. 800-2?5~ 141 4 for 24—hour asmstance

PHYSICAL OR CHEMICAL HAZARDS
COMRBUSTIBLE: Do not use or store near heat or open flarme.

FIRST AID

IF SWALLOWED: Call a poison control center or doctor immediately for treatment advice.
Have person sip a glass of water if able to swallow. Do not induce vomiting unless told to do so
by a poison control center or doctor. Do not give anything by mouth to an unconscious person.

IF IN EYES: Flush eyes-with plenty-efwater—Call a-doctor-ifirritation-persists:
IF ON SKIN OR CLOTHING
DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its Iabe{*r“ Do

not allow children to apply product, TO PREVENT HARM TO YOU AND YOUR PET READ =°":°:

ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRE{LTICNS

AND PRECAUTIONARY STATEMENTS CAREFULLY. US%MS—QN—LX—D@:M
To kill fleas, all stages of brown dog ticks, American dog ticks, lone star ticks, and deer sicks
[which may carry Lyme disease]. chewing lice and mosquitoes, apply to cats and httez*s [
weeks or older} as follows:

Optional/afternate text in parentheses or brackets ' ' Page 2 of 8
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Hartz ® Reference #129 Febrary 4, 2011
EPA Reg. No.: 25896-RAU Revised Mxrch 27, 2012
MASTER LABEL- . '

W O I S W E W N

1€) Remove one applicator

| tube from the package and
hold in an upright position

} pointed away from your

| face.

— 1 @) Twist dispensing tip
Pt clockwise about % turn
while pushing down to
break the tube’s seal.
Do not remove the
dispensing tip.

3. Position the dispensing tip on the cat’s back between the shouider biades. [Jse the
dispensing tip of the tube to part the cat’s hair so that the product will be applied at skin
level. Squeeze applicator, applying entire contents in a single spot on the animal’s skin,
Separate treated cat from other (dogs and cats) (pets) for 24 hours afler treatment fas
been applied.

4. Repent-every mont

PRODUCT NAME contains Fipronil. Fipronil collects in the oils of the skin and hair foliicles, -~ -
and continues to be released from hair follicles onto the skin and coat, resulting in lorg-lasnng ......
activity against fleas, ticks, chewing lice and mosquitoes. Tl
PRODUCT NAME can also be used for the treatment and control of mosquitoes, and ﬂeaL tick
and chewing lice infestations on breeding, pregnaiit and lactating queens, 177777

Optional/alternate text in parentheses or brackets Page 3 of 8
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Hariz @ Reference #129 Febrary 4, 2011
EPA Reg. No.: 2596-RAU Revised March 27, 2012
MASTER LABEL- -

FREQUENCY OF APPLICATION

When used monthly, PRODUCT NAME completely breaks the flea life cycle and controls tick
and chewing lice infestations, Research demonstraies that PRODUCT NAME kills adult fleas,
fiea egps, and flea larvae for up to six wecks. PRODUCT NAME also prevents development of
all flea stages for up to six weeks, PRODUCT NAME kills ticks for a least onc month. A once
monthly application is recommended where tick confrol is needed. Although PRODUCT
NAME can control fleas for up to six wecks, if there is a high risk of reinfestation or if the pet
has flcas which may cause flca allergy dermatitis, a once monthly application may be needed.

With a monthly applicaton of PRODUCT NAME kills mosquitoes within 24 hours for up to 14
days and within 48 hours for up to 28 days.

PRODUCT NAME remains effective even after bathing, water immersion, or exposure to
sunlight. Avoid contact with treated arca until dry. Do not reapply PRODUCT NAME for 30

days.

For more information call our {flea and tick) experts at 1-800-275-1414 (weekdays, 9 am - 5 pm
EST)

INDIVIDUAL TUBE TEXT

BroduetName

Optionzlfalternate text in parcntheées or brackets Pagc 4 of §
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Hartz ® Reference #129 Febrary 4, 2011
EPA Reg. No.: 2596-RAU Revised March 27, 2012
MASTER LABEL- -

OPTIONAL/ALTERNATE LABEL TEXT

Product Name can slse be used for the trecatment and control of mosguitoes, and flea, tick and
chewing lice infestations on breeding, pregnant and lactating queens.

Product Name contains Fipronil. Fipronil collects in the oils of the skin and hair follicles, and
continues to be released from hair follicles onto the skin and coat, resulting in long-iasting
activity against fleas, ticks, chewing lice and mosquitoes.

Stops and prevents infestations

Kills adult Fleas

Kills Fleas which may cause flea allergy dermatitis

Kiils all stages of Deer Ticks (which may carry Lyme disease), Brown Dog Ticks, American
Dog Ticks, and Lone Star Ticks

Kills mosquitoes

Preverits and controls reinfestations

Rapidly eliminates infestations with chewing lice

Can alse be used on breeding, pregnant and lactating queens
Fast-acling '

Long-lasting

Waterproof

Convenient to use

[Adult Fleas]

Kilis Fleas {that may transmit tapeworm) {for) (28 days) {30 days) (1 month) {4 weeks) (on cats)
Kills {Adult) Fleas (for up to 3 months)

Kills fleas that may czuse (flea allergy dermatitis) (and) {flea bite anemia) (for) (28 days) (36
days) {1 month) (4 weeks) (3 months) {on cats)

Kills newly emerged adult Fleas before they lay eggs

If there is a high risk for fiea reinfestation, a once a month application may be needed

Stops existing infestations

Prevents establishinent of new infestations

[Ticks]

Kills Ticks (for) (28 days) (30 days) (1 month) (4 weeks)

Kills {all stages of ) Brown Dog Ticks, American Dog Ticks, Lone Star Ticks and Decr Ticks:
{for) (28 days) (30 days) (1 month) (4 weeks)

Kills {all stages of ) Deer Ticks {that may carry Lyme disease) (for) (28 days) {30 days) (1
month) (4 weeks) (on cats) '
Kills all biting stages of ticks

Kilis aduilt {brown dog) (deer) ticks, nyrphs and larvae
Kills Ticks including those that may transimit Lyme disease

Optionab’alternaté“;éﬁ-ii n parénthcseg or brackets o Page 5of 8
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Hartz ® Reference #129 Febrary 4, 2011
EPA Reg. No.: 2596-RAU Revised March 27, 2012
MASTER LABEL- -

{Lice & Mange]
Rapidly eliminates chewing lice infestations
Aids in Coniro! of sarcoptic mange infestations

[Multiple]

Kills Fleas, Ticks, Chewing Lice,

Kilis Fleas, Ticks, {through contact) (for) {28 days) {30 days) (1 month) {4 weeks)

Kills Fleas, Ticks, (Chewing lice) (through contact) (for) (28 days) (30 days) (1 month) (4
weeks)

Kills Fleas, Ticks, (afier contact) (for) (28 days) {30 days) (1 month) (4 weeks)

Kills adult Fleas {for up te three months}

Kills Fleas, Brown Dog Ticks, Deer Ticks, (after contact} (for) (28 days) (30 days) (! month) (4
weeks)

Controls Flea and Tick infestations (on cats) (for) (28 days) (30 days) (1 month) (4 weeks)
Provides fast, effective and convenient treatment and control of fleas, ticks, chewing lice and

mosquitoes {for-cats-andlcitiens)

Helps prevent re-infestation of fleas and ticks (for) (28 days) {30 days) (1 month) (4 weeks)
Helps prevent flea and tick re-infestation (for) {28 days} (30 days) (1 month) (4 weeks)

[Mosquitoes]

Kilis mosquitoes within 24 hours for up to 7 days, and within 48 hours for up to 28 days.

Kills Mosquitoes that may transmit West Nile virus (for) (28 days)(1 month) (4 weeks)(on cats)
Kilis Mosquitoes that may transmit heartworm (for) (28 days)(1 month) (4 weeks)(on cats)

Controls flea and tick infestations

Once-a month Flea and Tick (Prevention) {Treatment) (Control} (Selution)
Monthly Flea and Tick (Prevention) {Treatment) (Control) (Sofution)

(28 day) (30 day) {3 month) (4 week) Flea and Tick {Prevention} (Treatment) (Control}
{Solution)

siel i;i E.Eem: Eﬂ ; ilifm tand leittens)

Stays on and doesn’t rub off

Kills fieas for 30 days (1 month) (4 weeks)

Stops and prevernts infestations

Prevents re-infestation

Prevents and controls re-infestation(s)

Rapidly eliminates fleas

Fast acting

Long lasting _

Effective and convenient topical treatment

Optional/altcrnate wext in parentheses or brackets Page 6 of 8




Hartz ® Reference #129 Febrary 4, 2011
EPA Reg. No.: 2596-RAU Revised March 27, 2012
MASTER LABEL- -

After application, the treated arca may appear wet (or) (oily) for up to 24 hours
Y ou may bathe your cat 48 hours after application
To help remind you when you last applied treatment, simply write in the date when each dose is
applied:
Fitst Dose
Secomd Dose
Third Dose
Xth Dose

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation

Optionalfalternate text in parentheses or brackats Page 8 of 8
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\jﬁﬂeﬁ s?:,;,@ﬁ\ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
; : WASHINGTON, 3.C. 20460

I ’.
2 4
5?: Al
% g
%L mm%‘ﬁ OLFICE OF CHEMICAL SAFETY
AN POLLUTTON PREVENTIHON

QEFICE OF PESTICIDE PROGRAMS
REGISTRATION DIVISION (7505P)

August 10, 2011

MEMORANDUM
Subject: Name of Pesticide Product:  TTARTZ RETERENCE #130
EPA Reg No. /File Symbol: 2396-RAL
DP Barcode: DP 388638
Deccision No.: 445034
Action Code; R310
PC Codes: 129121 (Fipronil: 9.8%)

105402 (5-Methoprene: 8.8%)

From: Byron T. Backus, Ph.D., Toxicologist GW“T Oa—uo-ﬂ
“Fechnical Review Branch /3‘ j“"“k e — 2= (L

Registration Diviston (7505P) "tfé,f_af:/{i“ °

o

To: Boenavenwure Akinlosotw/Richard Gebken, RM 10
Insecticide Branch
Registration Division (7303P)

Registrant;  THE HARTZ MOUNTAIN CORP.

FORMULATION FROM LABEL:

Active [naredient(s): by wt,
129121 Fipronil 9.80%
105402 {8)-Methoprene 8.80%
Other (ngredient(s: 81.40%

TOTAL 160.00%

ACTION REQUESTED: The Risk Manager requests:

“For your review: An R310.7
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BACKGROUND:

The material received meludes a Form 8570-1 (dated April 28, 2011) that states this product is simifar
in compeosition and labelling to EPA Reg. No. 65331-5 (Frontline Plus for Dogs), a CSF dated
February 4, 2011, a data matrix dated April 28, 2011 (which indicates the registrant is citing the
following MRIDs to satis{y the companion animal safety data requirements: 43863802, 43612702,
45620507 and 45143901}, and a proposed label (which indicates dosage rates of (0.023 fl. oz. or 0.67
ml. for dogs and puppics weighing up 1o 22 1bs; 0.045 1. 0z, or 1.34 mL for dogs and puppics
weighing 23 to 44 ibs; 0.09] f]. oz or 2.68 ml for 45 to 88 1bs; and 0.136 1. oz. or 4.02 ml. for 89-
132 Ibs).

COMMENTS AND RECOMMENDATIONS:

© 1. Alter comparing the CS8Fs {or 2596-RAL and EPA Reg. No, 65331-5, TRB concludes that the two
formulations are substantially similar in toxicity.

2. From OPPIN, the citation for MRID 43863802 is: Powell, L.; Paffetr, R (1995) Domestic Animal
Safery Study by Topical Administration to Dogs: Fipronil Spot Treaiment (RM [601E): Lab
Project Number: MRX 23/950406. Unpublished study prepared by Huntingdon Research Centre,
Ltd 219 p. From the HED review (TXR 0051187) dated 04/03/96: “the study demonstrated that
RM 1001F/62 (9.7% fipronil) has at least a 5X margin of safcty in dogs greater than 10 weeks of

1

age.

- 3. From OPPIN, the citation for MRID 45612702 is: Nolan-Smith, 8. (2001} To [avestigate the Sufety
of a Topical Formulation Containing M1,-2,095,988 5097 in Dogs Weighing Approximately 2kg
(v/~1.5kg) at One, Three and Five Times the Maximum Label Recommended Dosage: Fingl
Report: Lab Project Number: 1686712 1686/12-D2160: PR&D 0043801, Unpublished study
prepaved by Covance Laboratories. 324 p. {OPPTS 870.7200). From the TRB review (TRX
5008387) dated October 21, 2002: “Trontline P'lus (active ingredients: 10% w/v fipronil and 9%
wiy {S}-methoprenc) was topically applicd to eight week old dogs weighing less than 11 Tbs at 1x,
3x and 5x the prepackaged use (0.67 mL/pappy)... This study (870-7200} is classified Acceptable
in demonstrating a 5x margin of safety in dogs 8 weeks old or older and weighing less than 1
Ibs.”

<4, From OPPIN, the citation for MRID 45620307 is: Godin, C.; Alva, R (2000) M1.-2,095 988
5091/ DogfSolutionTopical/Safety/Tolerance/Reproduction, Reactions: Final Report: Lub Project
Number: PRE&D (020201 WEL 99885: PR&D 00202, Unpublished study prepared by White
Eagle Toxicolegy Laboratory, 123 p. From the TRB review (TRX 3008387) dated October 21,
2002: “This study 1s classified as accepiable. The findings of this study arc adequate to support the
use of EPA Reg. Nos. 63331-3 and 65331-5 at the specified label use rates (varying according to
the weight of dog) at 28-day mntervals on breeding, pregnant and lactating bitches.™

/5. From OPPIN, the citation for MRID 45143901 is: Nolarn-Smith, S. (1999) Fipronil/(S)-
Methoprene Topical Selution: Target Species Safety Study in the Dog: Report Amendment.
Amendment to Interin; Report: Lab Project Number: 1686:2: 1656/2-D1142. Unpublished study
prepared by Covance Labs., Lid. 6 p. {OPPTS 870.7200)

111



6.

The cited studies in MRIDs 43863802, 45612702, 45620507 and 45143901 are adequate to
support the use of this product at the specified application rates in adult dogs, puppies > § weeks
of age, and on breeding, pregnaut and Inctating bitches.

‘The proposed label for 2396-RAL inciudes the claim: “Fipronil collects in the oils of the skin and

hair follicles, and continues ¢ be released {rom hair follicles onto the skin and coat, resulting in
long-lasting activity against tleas, ticks, and chewing lice.” In order to have this claim, the
regisirant has to cife the study in MRID 43577715 Canovas, M., Villageliu, J.; Lopez, 8., et al.
(1994} Percutaneous Absorption and Hair, Skin, end Fat Distribution of Radinactivity dfter Spot-
On dpplication of (Carbon 14)-RA1601 in Beagle Dogs: Lab Project Numbers: CD-93/3405F
(3-42.769. Unpublished study prepared by Centro de Investigacion y Desarrollo Aplicado, S.A4.L.

68 p.

L
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 26460

QFFICE OF CHEMICAL BAFETY
AND POLLUTHIN PREVENTHON

OFFICE OF PESTICIDE PROGRAMS
REGISTRATION DIVISION (T505P)

August 5, 2011

MEMORANDUM
Subject: Name of Pesticide Product: HARTZ REFERENCE #130
EPA Reg. No. /File Symbol: 2596-RAL
DP Barcode: DP 388636
Deciston No.: 445034
Action Code: R310
PC Codes: 129121 (Fipronil: 5.8%)
105402 (S-Methoprene: 8.8%)
From: Byron T. Backus, Ph.D., Toxicologist { At (} ot
Technical Review Branch Ao gest § - et
Registration Division (7505P) ' {’; S\
To: Bonaventure Akinlosotw/Richard Gebken, RM 10

Insecticide Branch
Registration Division (7505F)

Regiswanl:  THE HARTZ MOUNTAIN CORP.

FORMULATION FROM LABEL:

Active Ingrediensy: by wit.
129121 Fipronil 9.80%
105402 (S)-Methoprene 3.80%
Other Ingredient{s): 81.40%

TOTAL . 100.00%

ACTION REQUESTED: The Risk Manager requests:

“For your review: An R31{
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BACKGROUND:

The material received includes a Form 8570-1 (dated April 28, 201 1) that states this product is similar
in compasition and labelling to EPA Reg. No. 65331-5 (Frontline Plus for Dogs), a CSF dated
February 4, 2011, a data matrix dated April 28, 2011 (which indicates the registrant is citing the
following MRID studies to satisty the acute toxicity data reguirements: 43951703 [acute aral
toxicityf; 44487701 [acutc deomal toxicity]: 44433302 [acute inhalation toxicity|; 44942006 [primary
eye untation]; 45612702 [primary dermal irnitation]; and 44942008 [dermal sensitization], and a
proposed label (which indicates dosage rates of 0.023 fl. oz. or 0.67 mL for dogs and puppies
woighing up to 22 ibs: 0.043 {l. 02, or 1.24 mL {or dogs and puppies weighing 23 1o 44 lbs; 0.091 {1,
07. or 2.68 mI, for 45 1o 88 lbs; and 0.136 11, ox. or 4.02 ml. for 89-132 [bs).

COMMENTS AND RECOMMENDATIONS:

1. After comparing the CSFs for 2596-RAL and EPA Reg. No. 65331-5, TRB concludes that the two
tormulations are toxicologically similar.

2. From OPPIN, the citation for MRID 43951703 1s: de Jouffrey, S (1996) Acute Oral Toxicity in
Rats: Frontline Top Spot (RM160157/62): Lab Project Number: 13450 TAR, Unpublished study
prepared hy Centre International de Toxicologie. 49 p. A check of IHAD gives no indication that
this study has ever been reviewced. A cursory review of MRID 43951703 {from Documentrum})
indicates the test material was RM1601E/62, containing 9.92% RM1601 (Fipronil). The rat oral
LDsy values with 93% confidence limits were: males: 2515 (1446-5020) mg/kg; females: 3259
(1809-8371) mg/kg. These are consistent with a Toxicity Category HI classification by the oral
expasure route,

Lad

From OPPIN, the citation for MRID 44487701 is: dstruc, B.; Suberville, S.; Bosc, F. et o, (1998)
Evaluation of the Presence of M&B 46513 an the Hair After a Topical Application (Spot-on or
Spravi of Fipronil to the Dog: Finul Report: Lab Pruject Number: MET419: RU02459
Unpublished study prepared by Merial 28 p. This is not a dermat LDsg study. According to our
records, thete is an acceptable rat dermal LDsg study for this formulation {identified as
RM1601E/62) in MRID 43577706 (review in TXR 3003209) with assignment fo Toxicity
Category IV by this exposure route.

4. From OPPIN, the citation for MRID 44433302 ts: Meo, N.; Gonzalez, C.; Mester, T. (1997}
Dermal and Inhalation Exposure of Commercial Fet Groomers During Application of Frontline
Spray Trearment: Final Report: Lab Frofect Number: MERIAL-443-SAFXT046: SAFX(MG:
PDAY705. Unpublished study prepared by ABC Labs., California and Animal Appeal Grooming
Shop & Case Veteringry Iospital 1066 p. This is not an inhalation LCsq study.  However, the
Agency does not require inhalation LCsg studies on pet spot-on products.,

From OPPIN, the citation for MRID 44942006 is: Findlay, J. (1999} Acute Eye [rritation Study of
ML-2,095, 988 3080 in Rabbits: Final Repori: Lab Project Number: 1087SN4: PR&ED 00295
PR&ED 0029501, Unpublished study prepared by HT Research nstitute (HTRD. 18 p. {OPPTS
870.2400). The test material contained 10% fipronil and 12% S-methoprene. According to owr
records this study has been reviewed {TXR 3001486) and classificd as acceptable. This citation
can be used 1o satisfy the primary eye irritation study requirement for 2596-RAL. Although tids
study indicates a Toxicity Category IV classification by this exposure route, the label of the cited

5

£
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product (6533 1-5) includes the precautionary statement: “Causes eye irritation.” and there 15 a first
aid statement for eve exposure, so 2596-RAL would be classified in Toxicity Category 1H by this
exposure route,

6. From QPPIN, the citation for MRID 43612702 is: Nolan-Smith, S, (2001} To Investigate the Safety
of a Topical Formulation Containing ML-2,085,988 509T in Dogs Weighing Approximately 2kg
(+/-1.3kg) at One, Three and Five Times the Maximum Label Recommended Dosage: Final
Report: Lab Project Number: 1686/12: 1686:12-D2160: PR&D 0043501, Unpublished study
prepared by Covance Laboratories. 324 p. {OPPTS 870.7200}. This is not a primary dermal
irritation study. According to our records, there is an acceptable primary dermal irritation study
which can be used to satisfy this data requirement for 25%6-RAL in MRID 44942007, This study
was conducted on a formulation containing 10% fipronit and 2% S-methoprenc (review in TXR

- 5001486) with assighment to Toxicity Category I'V by this exposure route.

7. Yrom QPPIN, the citation for MRID 44942008 is: Findlay, J. {1899) Skin Sensitization Study of
- ML-2,095 988 5080 Using the Modified Buehler Method in Guinea Pigs: Findl Report: Lab
Project Number: J087SN5: PR&D 0(296: PR&D 0029601, Unpublished study prepared by T
Research Institute (ITTRLy. 23 p. fOPPTS §70.2600}. The test material contained 10% fiprenil and
12% S-methoprene. According to our records this study has been reviewed (TXR 5001486) and
classified gs acceptable; the formulation is not a dermal sensitizer. This study can be used to
satisfy the dermal sensitization study requirement for 2596-RAL.

8. TRRB concludes that the registrant has given incorrect MRID citations for the dermal [Dsg,

 inhalation LCsg, and primary dermatl irritation studies in the data matrix dated April 28, 2011,
These citations should be corrected before TRB makes precautionary and first aid labeling
recommendations. '

S, This review docs not address the companion animal safety study requirements for 2596-RAL.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, B.C, 28460
OFFICE OF CHEMICAL SAFETY AND POLLUTLON PREVENTION

QEFICE OF FESTICIDE PROGRAMS
REGISTRATION IRVISION (75051}

BP BARCODE No.: §88635_; FILE 8YMBOL No.: 2598-RAL; PRODUCT NAME: Hariz Reference #130;
DECISION Na.: 445034; PC Code(s): 129121, 105402; ACTION CODE: R310; FOOD Use: No

DATE GUT. July 27, 2611

SUBJECT: End Use Product Chemistry Review
Product Name: Hartz Reference #130

FROM: Shyam Mathur WW _
Product Chemistry Team Leader ‘ e St

Technical Review Branch/RD (7505P)

Bonaveniure Akinlosotu / Richard Gebken, RM 10 /ﬁ\ﬂ

Insecticide Branch / RD (7505F)

TO:

Company Name: The Hartz Mountain Corporation
Formulation Type: inseclicide

INTRODUCTION.

The registrant has submitted an application for the registration of the new end use product "Hartz Reference
#130," a liquid flea and tick treatment combination product for dogs and puppies containing Fipronil and (5})-

Methoprene. In suppori of the registration application, the registrant has submitted B20 series group A

product chemisiry data with MRID Nos. 483780-02 and 483730.-03, and 830 series group B data with MRID
No. 483790-01. The registrant is using the “cite-all* method of support with Merial (EPA Co. No. 85331). The
primary review on the product chemistry data was performed by Summitec Corporation, Knaxville, TN. TRB

has been asked to determine the acceptability of the proposed basic CSF and the supporting product
chemistry data.

SUMMARY OF FINDINGS:
1. Name of Active Ingredient(s): Fiproni (9.80%) and (S)-Methoprens (8.80%)
2. Has the registrant claimed substantial similarity 10 a registered product?
[1Yes: [X] No; [ ] NA; if yes give the registration number of the cited product.
EPA Reg. No; NA
3. All of the source matertais of the active ingredient are derived from registered sources- [X] Yes [ ] No

4. All inertingredients have been screened by lIAB and found fo be approved for the proposed labeled
uses.
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DP BARCODE No.: 388635; FILE SYMBOL No.: 2598-RAL; PRODUCT NAME: Hartz Reference #130;
DECISION No.: 445034; PC Code(s): 129121, 105402 ACTION CODE: R-316; FOOD Use: Neo

5. Confidential Statement of Formula(s):

{X] Basic - Dated 2/4/2011; Re-submitted — Dated: NA

Alternate CSF{(s) complies with 40CFRE152.43: [ ] Yes: [ | No; EX] NA
6. Product labef

a. [ngredient statement Neminal concentration ¢of Al listed on CSF{s) concurs with product iahel
{PR Natice 81-2).
[X] Yes: [ ] No; if not, expiain below:

Is the sub statement in compliance with PR Notice 897-6 (inert mgredrent vs other ingredient)
[X]Yes; [ ] No, if not, explain below:

Metallic equivalent: { 1Yes [XINA
Soluble arsenio: { 1Yes [XINA
{someric ratios: [ ]Yes [XIN&
Acid Equivalent: [ 1¥es [X]NA; acid equivalent =

b. Heailth related sub statements: Product contains?

Pelroleum distillate at » 10%: [ ] Yes [X]No [INA
Methano! &l > 4%, [ 1Yes [X]No {INA
Sodium nitrate/Sodium nitrite: [ Yes [X]Ne [] NA

¢. Physical chemical hazard statement. Product label requires a statement per 40 CFR §156.78 for:
flammability, explosive potential or electric insulgtor breakdown?
{X] Yes; [ ] No,
{Combustible: Fiashpoint = 40°G, 104°F)

Is the sub statement in compliance with PR Notice 98-8 (Total Release Fogger)?
[1Yes; {]No; [X] NA; if not, explain below

4. Label requires an additional Storage and Disposgal statement;
[ ] Yes; [X] Ng; if ves explain below:

3
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DF BARCODE MNo.: 388635; FILE SYMBOL No.: 2598-RAL: PRODUCT NAME: Harlz Reference #130;
DECISION No.: 445034; PC Code(s): 128121, 105402: ACTION CODE: R-310; FOOD Use: No

7. Group A: Product Chemistry Data

TRB's determination of the acceptability for the proposed product is listed in the tables below,

Data submitied |
Guideline - TRR's
| No. Study Title Assessment | i Nos.
of Data
i Yes No
830.1550 Product ldentity & Composition 1 X A 433730-02 & CSF
_ Description of materials used to X G 483790-02; MB0Ss
: B30.1800 produce the product not provided
Description of formulation X A
: 83031650 Process 483780-02
Discussion on the formation of X A
8301670 | impurities 148379002
’ X NA ;
830.1700 Preliminary analysis : Not required
Standard certified ;
- limits X A i
Certified E
[ ftrnits Proposed Limits i :
‘ : {158.350) Justification for
B30 1750 wider limits C&F & 483790-02
830.1800 Enforcement analytical method X | A 483700-03

A = Acceptance, N = Not Acceptable, G = Data Gap, W = Waiver Request, | = In Progress. NA = Not
Applicable; L) = Upgradeable.
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DP BARCODE No,; 388635; FILE SYMBOL No.: 2596-Ral; PRODUCT NAME: Hartr Reference #130;

DECISION No.: 445034; PC Code(s):128127. 106402; ACTION CODE: R-318: FOOD Use: No

8 Group B:

No.

Guideline

Study Title

[ Value or Qualitative

' Description

FEET

Assessment
of Data

NMRID Nos,

; 830.6303

: Physical State

Liguid

A

483730-01
using self-
certification
{(EPA Form

. No. 8570-36)

830.6315

Flammability

Flashpoint = 40 + 1°C
{104°F)

483780.01
using self-
cerfification
{EPA Form
No. 8570-38)

830.6316

Explodahility

ingredients nat potentially
expiosive

483790-01
using self-
certification
{EPA Form
No. 8570-36)

830.7000

oH

Product is not agueous

NA

A83780-01
using setf-
certification

' (EPA Form
| No. 8570-36).

830.7300 | Density {units) | 8.33 Ib./gal @ 25°C

483780-01
using self-
certification
{EPA Form
No. 8570-36)

A = Acceptance, N = Not Acceptable, G = Data Gap, W = Waiver request, NA = Not applicable, | = In
progress; U = Upgradeabls.
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DP BARCODE No.: 388635; FILE SYMBOL No.: 2586-RAL: PROLRICT NAME: Hartz Reference #130;
DECISION No.: 445G34; PC Code(s):129121, 105402; ACTION CODE: R-310; FOOD Use: No

CONCLUSIONS:

The TRB has reviewed the product chemistry data submitted for the proposed end-use product and has
concluded that:

at

b

3.

The proposed CSF for the basic formulation of Hartz Reference #130 (dated 2/4/2011) is acceptable.

The product chemisftry data submitied corresponding to gﬁideiine 830.1600 (description of materials
used to produce the product) are not acceptable. The MSDSs for the starting materials were not

provided.

The product chemistry data submitted corresponding to guideline 830. 1650 (description of the
formutation process) are accepfable.

The product chemistry data submitted carresponding to guideline 830.1670 (discussion of the
formation of impurities) are acceptable.

The product chemistry data submitted corresponding to guideline 830 1750 (certified limits) are
acceptable.

The proguct chemistry data submitted corresponding e guidelines 830.6302 (color}, 830.6303
{physical state), 830.6304 (odor}, 830.7100 (viscosity), 830.614 {oxidation/reduction; chemical
incompatibility), 830.6315 {flammability}. 830,6316 {explodability}, 830.6321 {dielectric breakdown
voltage), 830.7000 (pH), and 830.7300 {density} are acceptable. The registrant is using self-
certification for the Group B data (EPA Form No. 8570-36).

- Storage stability (830.8317) data and corrosion characteristics {830.6320} data for the product will be

provided when the testing is complete. | is recommended that observations should be made at 0, 3,
6, 8, and 12 month intervais.

The proposed label was screened as it pertaing fo the product chemistry reguirements. The final
review of the proposed label and uses are the purview of the RM team.
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DATA EVALUATION RECORD

FIFRONIL AND ($)-METHOPRENE
(HARTZ REFERENCE #130)

STUDY TYPES: Product Identity and Composition (OPPTS 83(.1556)
Deseription of Materials Used to Prodace the Product {OPPTS 830.1688)
Description of the Fermulation Process (QOPPTS 830.1656)
Discussion of Formation of Impurities (OPPTS §30.1670)
Preliminary Analysis (OPPTS 830.1700)
Certified Limits (OPPTS 836.1750)
Enforcement Analvtical Method (OPPTS §36.1880)
Phvsical and Chemical Characteristics (OPPLS §30.6302-830.7958)

MRIDs 483790-01 throngh 483790-03

Prepared for
Registration Division
Office of Pesticide Programs
LS. Environmental Protection Agency
One Potomae Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Summitee Corporation
9724 Kingston Pike, Suite 642
Knoxville, Tennessee 37622

Task Order No, 3-A-63

Primary Reviewer: A _
Thomas €. Muarshall, Ph.D. Signature: 7’Lizi”ﬂ£i’3 C" ﬂ/)fz’ ij{{lg’é{ He

Date: Jii 9K
Secondary Reviewers:

Erc B, Lewis, M.S Signature:
Date:

Robert Ross, M.S., Program Manager Signature:
Date:

Quality Assurance:

Angie Edmonds., B.S, Signature:
Date:

Disclaimer

This review may have been altered subsequent 1o the contracior’s signatures abeve,

Summitec Corp. for the 113, Environmental Protection Agency under Contraet Wo, EP-W-11-014
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Hartz ® Reference #130 February 4, 2011

EPA Reg. No.: 2556-RAL
MASTER LABEL- -

Hartz"® Reference # 130

Alternate Brand Names

Hartz® UltraGuard Plus® Flea (and) (&) Tic ical Treatment for Dogs
Hartz® UltraGuard Pro® Flea (and) (&) Yg¥Topical Treatment for Dogs

Hartz® UltraGuard Max™ Fiea (and) (&811ck Topical Treatment for Dogs

Hartz® InControl Advanced® RRY (and) (&) Tick Topical Treatment for Dogs
Hartz® InControl Max™ F@ and) (&) Tick Topical Treatment for Dogs
q‘g )

Reva Advanced™ Fﬁaud) (&} Tick Topical Treatment fo
Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Treatment {0 3

Hartz® Pgo Force™ Dual Action Topical Treatment for Dogs
Hartz® Fig ‘lriﬁrccm Dual Action Topical Treatment for Dogs

Hanz® First %sem Dual Action Topical Treatiment for Dogs
Lo,

Hartz® Pro Force™ ﬁ))‘%s %

Hartz® FieldForce™ for 9 .

Hartz® First Defense™ for % T,

Hartz® UltraGuard Plus® Flea {and} (&)} Tick Topical Solution for I%‘p

Hartz® UltraGuard Pro® Flea {and) (&) Tick Topical Solution for Dogs

Hartz® UltzaGuard Max™ Flea (and} {&) Tick Topical Sclution for Dogs %
T,

Hartz® ImControl Advanced® Flea (and) (&) Tick ical Solution for Dogs
Hartz® mmControf Max™ Flea (and) (&) Tick Topica %tion for Dogs

Revo Advanced™ Flea (and) (&) Tick Topical Solution for%‘%
=5

Hartz® Revo Advanced™ Flea (and) (m 1ck Topical Selution for %
Hartz® Pro Force™ Dual Ac?‘gi’cal Solution for Dogs OQ%-
Hartz® FieldForce™ Du on Topical Solution for Dogs '
Hartz® First DcfcnseB{‘ al Action Topical Solution for Dogs

9
Hartz® Pro Foig@™ for Dogs
Hartz® FieldPorce™ for Dogs
Hartz® First Defense™ for Dogs

FieldForce™ Dual Action Tepical Treatment for Dogs
First Defense™ Dual Action Topical Treatment for Dogs
FieldForce™ for Dogs

Eirst Defense™ for Dogs

Page 1 of 8
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Hartz ® Reference #130 February 4, 2011

EPA Reg. No.: 2596-RAL
MASTER LABEL- -

FieldForce™ Dual Action Topical Solution for Dogs
First Defense™ Dual Action Topical Solution for Dogs

{Each of the above brands will be packaged in the weight classes designated below:/
Weighing Up 10 22 Jbs.
Weighing 23 to 44 1bs,
Weighing 45 to 88 lbs.
Weighing 89 - 132 lbs.

ACTIVE INGREDIENTS:

Fipronil....cooviiinie i cenaans O ST 9.80%
(S)-Methoprene. ..o e e e e e 8.80%
OTHERINGREDIENTS ... i i i vesvevicasannsvrsrsvs s 81.40%
TOTAL .. e et e res e s e e e r e v 100.00%

KEEP OUT OF REACH OF CHILDREN
CAUTION: See back panel for additional precautionary statements.

NET CONTENTS: Contains (number) tubes, cach _ {l. oz. {_ m}})

For Dogs and Puppies Weighing: Net Contents (Fach tube)
Up to 22 Ibs. 0.023 1. 0z. (0.67 mi.)
23 1o 44 Ibs. 0.045 {1 oz. (134 ml.)
45 - 38 Ibs. 0.091 1. oz. (2.68 ml.)
89 — 132 Ibs, 0.136 fl. oz. (4.02 ml.)

EPA Reg. No. 2596-RAL
EPA Est. No.

IHartz® and other trademarks are trademarks of The Iartz Mountain Corporation.
Made by The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094 {U.8§.A)

[Cat Warning: A cat prohibition icon will appear on the front panel and back panels, and
possibly an additional placement on a side panel.}

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS. CAUTION.
Harmful 1f swallowed. Causes eye uTitation. Aveid contact with skin, cyes or clothmb **ash

thoroughly with soap and water aficr handling.

HAZARDS TO DOMESTIC ANTMALS.

For external use only. Do not use on puppies under 8 weeks of age. Individual sensitivities,
while rarg, may occur after using any pesticide product. Pets may experieiice some temporary
irritation at the site of product applhication. If signs persist, or become more severe within a few

Optional/alternate text in parentheses or brackets wI-’agt: 2of 8, 23



Hartz © Reference #130 February 4, 2011

EPA Reg. No.: 2596-RAL
MASTER LABEL- -

days of apphcation, consult a velerinarian immediately. If your pet has an unusua) reaction to
the inttial application, consult a veterinarian hefore repeating treatment. Certain medications can
interact with pesticides. Consult a veterinanian before using on medicated, debilitated or aged

animals,

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE: Do not use or store near heat or open flame.

FIRST AID
Have the product container or label with you when catling a poison control center or doctor, or
going for treatment. For addiional information on this pesticide product (including health

concerns, medical emergencies or pesticide incidents, you may calii-800-275-1414.

IF SWALLOWED: Call a poison control center or doctor immediately for treatment advice.
Have person sip 2 glass of water if able to swallow. Do not induce vomting uniess told to do so
by a porson control center or doctor. Do not give anything by mouth to an unconscious person.

IF IN EYES: Hold eyc open and rinse slowly and genily with water for 15-20 minutes.
Remove contract lenses, if present, after the first 5 minuics, then continue rinsing eye. Call a
poison conirol cenier or doctor for Ireatment advice.

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately with
plenty of water for 13-20 minutes. Call a poison control center or doctor for treatment or advice.

DIRECTIONS FOR USE
It is a violation of Federal law fo use this product in a manner inconsistent with its labeling.

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS OR ON PUPPIES 8 WEEKS OF AGE OR OLDER

THIS PRODUCT IS APPROVED FOR USE ON ALL DOGS, INCLUDING BREEDING,
PREGNANT AND LACTATING BITCHES

(The application steps helow may optionaily he numbered or bulleted to clarify the sider,
depending on the final physical layout of the label)

[Option 1 capped tube] _
Remove one applicator tube from the package and hold in an upright position {pointed away

from your face). Pull off cap. Tum the cap around and place on top of tubz. Simply press vap
down to break the seal of the tube. Remove cap carefully. Position the tip of ie tube on the
dog’s hack between the shoulder hlades. Use the tip of the tube fo part the dog’s hair so tha the
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Hariz ® Reference #130 February 4, 2011

EPA Reg. No.; 2566-RAL
MASTER LABEI- -

product will be applied at skin level. (Begin squeezing out the contents of the tube to form a
stripe as you move from the shoulder blades along the dog’s back 1o the middle of the back.} (Do
not bathe your dog 48 hours prior to application.) (Squeeze applicator, applying entire contents
in a single spot on the animal’s skin) Separate treated dog from other (dogs and cats) (pets) for
24 hours after treatment has been applied. Repeat every month.

[Option 2 applicator tube}
Remove ane applicator tube from the package and hold in an upright position pointed away from

your face. Twist dispensing iip clockwise about 2 turn while pushing down to break the tube’s
seal. Do not remove the dispensing tip. Position the dispensing fip on the dog’s back between
the shoulder biades. Use the dispensing tip of the tube to part the dog’s hair so that the product
will be applied at skin level. (Begin squeezing out the contents of the tube to form a stripe as you
{move) (glide) from the shoulder blades along the dog’s back to the middle of the back.) (Do not
bathe your dog 48 hours prior to application.) (Squeeze applicator, applying entire contents in a
single spot on the animal’s skin) Separate treated dog from other (dogs and cats) (pets) for 24

hours after treatment has been applied. Repeat every month.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage and disposal.

PESTICIDE STORAGFE.: Keep this product in its tightly closed original container, when not in
use. Store in a cool, dry (preferably locked) area that is inaccessible to children and animals,

PESTICIDE DISPOSAL: Wastes resulting from the use of this productl may be disposed of on
site or at an approved waste disposal facility.

CONTAINER DISPOSAL: Non-refillable container. Do not reuse or refill this container. /f
empitv: Offer for reeycling, if available, If partly filled: Call your local solid waste agency for
disposal instructions, Never place unused product down any indoor or outdoor drain.

For more information call our {flea and fick) experis at 1-800-275-1414 (weekdays,  am - 5 pm
E.S.T.)

INDIVIDUAL TUBE TEXT

[Product name will be followed by weight of dog for which tube is intended]
[4 duplicaie weight class designation may be prireed on the tube]

Active Ingredients:
Fipronil 9.8%, S-Methoprene 8.8%

Keep Out of Reach of Children

Caution
Read accompanying iabel before use

Page 4 of 8
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Hartz ® Reference #130 February 4, 2011

EPA Reg. No.: 2596-RAl.
MASTER LABEL- -

{Range of volumes from 0.023 f}. oz. (.67 ml) 10 0.136 {1. oz (4.02 m)) depending upun weight of dog]

EPA Reg. No. 2596-RAL
EPA Est. No,

OPTIONAL/ALTERNATE LABEL TEXT
Weighing up to 221bs lbs.

Weighing 23 - 44 Ibs.

Weighing 45 - 88 [bs.

Weighing 89 —~ 132 Ibs,

[Adult Ficas)
Kills Fleas (that may transmit tapeworm) {for) (28 days) (30 days) (1 month) {4 weeks) (on dogs)

Kills (Aduit} Fleas (for up to 3 months)

Kills fleas that may cause (flea allergy dermatitis) (and) (flea bite anemnia (for) (28 days) (30
days) {1 meonth) (4 weeks) (3 months) (on dogs)

Kills newly emerged adult Fleas before they lay cggs

If there is a high risk for flea reinfestation, a once a month application may be needed

Stops existing infestations

Prevents establishinent of new infestations

[Flea Egps]
Kills Flea Eggs (and Flea Larvae) {for) (28 days) {30 days) (1 month) {4 wecks)
Prevents Flea Eggs from hatching

[Ticks]

Kills Ticks {for) {28 days) (36 days) {1 month) (4 weeks)

Kills (all stages of } Brown Dog Ticks, American Dog Ticks, Lone Star Ticks and Deer Ticks
(for) (28 days) (30 days) {1 month) (4 wecks)

Kills (all stages of ) Deer Ticks (that may carry Lyme discase) {for) (28 days) (30 days) (1
maonth} (4 weeks) (on dogs)

Kills alf biting stages of ticks

Kills adult {brown dog} {dcer) ticks, nymphs and larvae

Kills Ticks including those that may transmit Lyme disease

[Lice & Mange] .
Rapidly climinates chewing lice infestations
Aids in Control of sarcoptic mange infestations

[Multiple}
Kills Flcas, Ticks, Flca eggs, Chewing Lice, (Flea larvae)
Kills Fleas, Ticks, Flea cggs, (Flea larvae) (through contact) (for) (28 days) (30 aays) (1 nionh)

{4 weeks}

Page 5 of 8
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Hartz ® Reference #130 February 4, 2011
EPA Reg. No.: 2596-RAL
MASTER LABEL- -

Kills Fleas, Ticks, Flea Eggs, {(Flea larvae}, (Chewing lice) {through contact} (for) {28 days) (30
days) {1 month} (4 weeks)

Kills Fleas, Ticks, Flea eggs, (Flea larvae) (afier contact) (for} {28 days) {30 days) {1 month) (4
weeks)

Prevents development of all flea stages for up to 3 months.

Kilis adult Fleas, Flea Epgs and Larvac {for up to three months)

Kills Fleas, Brown Dog Ticks, Deer Ticks, Flea Eggs, (Flea larvae) (after contact) (for) (28 days)
{30 days) (1 month) (4 weeks)

Controls Flea and Tick infestations (on dogs) (for) (28 days) (30 days) (1 month) (4 weeks)
Provides fast, cffective and convenient treatment and control of fleas, ticks, chewing lice and

mosquitoes (for dogs and puppies)

Helps prevent re-infestation of fleas and ticks {(for) (28 days) (30 days) {1 month) (4 wecks}
Helps prevent flea and tick re-infestation (for) {28 days) (30 davs) (1 month} (4 weeks)
Kills flea eggs and flea larvae to help provent future re-infestations

Kills all stages of the flea life cycle

Breaks the flea life cycle
Prevents all flea stages {eggs, larvae, pupae} from developing

[Mosquitocs)

Kills mosquitoes within 24 hours for up to 7 days, and within 48 hours for up to 28 days.

Kills Mosquitoes that may transmit West Nile virus (for) (28 days}(1 month) (4 weeks)}on dogs)
Kills Mosquitoes that may transmit heartworm (for) (28 days) 1 month) (4 weeks)on dogs)

Controls flea and tick infestations

Once-a month Flez and Tick {(Prevention) (Treatment) {Control} (Solution)

Monthly Flea and Tick {Prevention) (Treatment} (Control} (Solution)

{28 day) (30 day} (1 nwonth) (4 week) Flea and Tick (Prevention) (Treatment) {Control)
{Solution)

Prevents fica eggs from developing into biting adults (for) (up 10) (30 days) (1 month} (4 weeks)
Gentle protection for dogs (and puppies)

Quick drying (formula)

Dries quickly

Stays on and doesn’t rub off

Spreads with dog’s natural skin oils

Kills fleas for 30 days {1 month) {4 wecks)

Stops and prevents infestations

Prevents re-infestation

Prevents and controls re-infestation{s}

Rapidly eliminates fleas

Fast acting

Long lasting

Effective and convenient topical freaiment

Kills fleas (and ticks) through (after) contact
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Hartz ® Reference #130 February 4, 2011

EPA Reg. No.: 2596-RAL
MASTER LABEL- -

(With) patented applicator
(With) patent pending applicatlor
Waterproof

Easy spot on topical applicator

Do not reapply product for 30 days

Remains effective even after bathing, water immersion, or exposure to sunlight

(Product Name) remains effective even after bathing, water immersion, or exposure 1o sunlight.
Avoid contact with treated area until dry.

Can also be used on breeding, pregnant and lactating bitches

Convenient to use
Coniains Fipronil and the insect growth regulator (IGR) (S)-Methoprene. (product name)

effectively targets all stages of fleas. Fipronil collects in the oils of the skin and hair follicles,
and continues to be released from hair follicles onto the skin and coat, resulting in long-lasting

activity against fleas, ticks and chewing lice.
New (Formula) (claim to be removed after 6 months)

Contains Fipronil and (S)-Methoprene (| the active ingredients used in Frontline Plus ®).
(Brand name) is not manufactured by or distributed by Merial. Froniline Plus® is a registered

trademark of Mernal.
Compare to Frontline Plus®

For dogs and puppies 8 weeks of age or older
Specially formulated for dogs and puppies

NON-PESTICIDE REFATED CLAIMS AND OTHER OPTIONAL TEXT
1" dose, 2™ dose, 3" dose (X" dose)

First month, second month, third menth (Xth month)
X-pack

X-tubes

Value pack

X month supply

X monthly treatment(s)

Fragrance-free

Unscented

Fresh (scent) (fragrance)

Powder (scent) (fragrance)

Pleasant (scent) (fragrance)

Spring Fresh Scent

Convenient {(easy to use) applicator

X Pro-cision Flo® Applicator(s)

X Pro-Glide™ Applicator(s)

(Pro-cision FEO®Applicator) (Now) (featuring the angled)
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EPA Reg. No.: 2596-RAL
MASTER LABEL- -

{Pro-Glide™ Applicator) casily gets through dog’s fur, for gentle on-skin application
(Pro-cision Flo® Applicator ) (Now) (featuring the angled)

(Pro-Glide™ ‘%}inicator) quickly gets through dog’s fur, for on-skin application
(Pro-cision Flo” Applicator ) (Now) {featuring the angled)

{(Pro-Glide™ Applicator) easily penetrates dog’s fur, for gentle on-skin application
{Pro-cision I lo'EApplicaior) (Now) (featuring the angled)

(Pro-Glide™ Applicator) quickly penetrates dog’s fur, for on-skin application

New Pro- Glide™ Applicator (Te be used only for the first 6 months)
Pro-(lide™ Applicator gently glides through the dog’s fur

Pro-Glide™ Applicator easily gets through dog’s fur to minimize (oily) residue
Pro-Ghde™ Applicator easily penetrates dog’s fur to minimize (oily) residue
Pro-Glide™ Applicator features rounded edges for gentle on-skin application
Pro-Glide™ Applicator glides smoothly through the dog’s fur

Pro-Glide™ Applicator features an angled tip to help guide the application
Easy to use Pro-Ghde™ Applicator

Direct to your dog’s skin

Easy {simple) to use ¢handle} (apply)

(Featuring the) (with) EZC™ tube

{Featuring the) (withy EZ2C™ tube

{Featuring the) (with) EZView™ {ube

{Featuring the) (with} EZView™ tube

{Featuring the) (with) Clearview™! tube

(Featuring the) (with) Clearview™ tube

{Clearview™) (EZC™) (EZ2C™) (EZView™) tube (visually) ensures all product has been

dispensed
{Clearview™) (EZC™) (EZ2C™) (EZView™) tubes give you the assurance all the product has

heen applied

After application, the treated area may appear wet (or) (oily) for up to 24 hours

You may bathe your dog 48 hours after application

To help remind you when you last applicd treatment, simply write in the date when each dose is
applied:
First Dose
Second Dose__ _
Third Dose e
XthDose

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation

Pape S of 8
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Kb - el

Recommendation of Division Directors Negotiated Due Dates has been

completed by Marty Moneli,
Workflow Messenger to: Marty Monell, Bonaventure Akinlosotu 0RI31/2011 04:03 PM

Sent by: Marly Moneli

Recommendation of Division Directors Negotiated Due Dates has been completed by Marty Moneil.

Click on this link to access this form:
https:/iwebitorms.epa.goviwebformsi{webiormsadmin.nstfformQpen?OpenAgent&UNID=CEAD 26558095

896852578F0005E0F35&USERDB=webforms/webformsapp.nsf

Click on this fink to access all your forms:
hitps:/fwebforms.epa.govivebforms/webformsapp.nsf
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Recommendation of THyvision Directors
Negotiated Due Dates

Decision #: Registration #: Petition #: wa
445024, 445035 2506 -RAG. RAU

442438 & 445037 i 2558-RAL, RAA

See page 2 for addicional registration eniries

Chemical Name: Fipronit, and Fipronil + S-Methopreng

E IS '
Fee Category: R310 PRIA Decision Time Frame: 8 Months 1

Submitted by: Bonaventure Akintosotu

Branch: ocserorrRD Date: 0511872011

Company: The Hariz Mauntain Cop.
Original PRIA Due Date: 09/08/2011 1 Proposed New PRIA Due Date: 03/08:2012

Previous Negatiated Duc Dates:
Is the “Fix™ in house? D'Yes Ne D n/a If not, date “Fix™ expected: 01/08/2012

Negotiated Due Date Reason: '
D Product Chemistry D’l‘oxieology D Acite Tox D Environmental :

Additiml':ai Data Required D Efficacy E:I.Eco logical D Residue Other
Data Deficiencies i :]‘!Trgziﬁc—t_(?ﬂgmisn}' Acute Tox E Efficacy Residue [ | Toxicology

|| Envircumental Ecological Labeling QOther Not Subrmitted
I.ate Risk Assessment Human Heaith m Ecological
Toterim Consideration D Agency Initiated Registrant Initiated "
[:] CSF D Public Process D Risk Isstes Environthental D Risk [ssues Human Health
[ Jimpurities Review [} Labe [} Administrative-FR Notice Other - Comment Field

Summary of Deficiency Type(s): .Nut Submitted (N) Deficiencies (D)
Product Chemistry:{ | Acute Tox:[ | Efficacy:{ | Labeling:[ ] Ecological Data:[_ | Other (describe)d /]

CRP data

Describe Interactions with Company (describhe when confacted and company’s response including

response to previous negotiated due dates):
The product reviewer had several discussions with the registrant ralative 1o the CRP requrement (See issues below).

78 Day” Letter sent?[] Yes, Date sent Nn and reason for none? 4ud comments on page 2

Rationale for Proposed Due Date: Registrant plan to submit CRP data by 01/08/2011

Registrant notified that this is the last negotiation? | | Yes Not Appticahle

131



Decision #: Registration #:

: i
Petition #:

Issue(s) (deseribe in detail):

CRP is required for these products, and the registrant submited a CRP testing protecol to the Agency for review. The prafocol was
acceptable with comments, and the Agency notified the registrant on 07/15/2011.

Afier several phone conversations with the registrant fo discuss oplions, the registrant agreed to a B-monift extension. This will allow the
registrant to submit required CRP data, and for the Agency to complete the review of all dala.

The regisirant was ziso notified that all deficiencies must be satisfactorily addressed by 01/68/2012 in order for the Agency to complete 't
the registration process and issug a NOR by the renegotialed date. :

Comment(s):
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Audit Trail for

Recommendation of Division Directors Negotiated Due Dates

PDF Name:PrRIAvIa pdf
Form Number:eria
Document ldentifier; PRIA-11230430723-BA
SUBMITTED on OB/18/2C11 at 32:10:54 PM by CN=Bonaveniure Akinlosotw/QU=DCIO=USEPA/C=US
APPROVED on 0831/2011 a1 03:27:38 PM by CN=Marion Johnson/OU=DCAO=USEPA/C=US
APBROVED on 08/34/2017 at 03:39,32 PM by CN=l.ois Rass#OU=DCIO=USEPA/C=US
APPROVED AND COMPLETED on 08/31/2011 =it D4:03:24 PM by CN=Marty Monel/OU=DCIO=USERPAIC=US
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THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUSE, NEW JERSEY (7094-3885 « 201/271-4800

August 10, 2011

Document Processing Desk

Office of Pesticide Programs (7504P)
US Environmental Protection Agency
Room $-4800, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attention:  Mr. Richard Gebken (PM # 10}
RE: HARTZ® Reference No. 128, Fite Symbol 2596-RAG

HARTZ® Reference No. 129, File Symbol 2596-RAU
HARTZ® Reference No. 130, File Symbol 2596-RAL
HARTZ® Reference No. 131, File Symbol 2596-RAA

PRIA Code R340, Request for Extension of End Date

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094, would
like to extend the PRIA conclusion date for these applications in order to provide
the Agency sufficient time to review the Child Resistant Packaging data once it is
submitted. Hartz is aware of the time requirements for Rosalind Gross to review
the data and as a result, it is necessary to request this extension.

After several discussions with Bonaventure Akinlosotu, it was determined that
The Hartz Mountain Company will request a 6-month extension, which will
change the PRIA conclusion date for these applications from September 8, 2011

to March 8, 2012..

With this extension, Hartz will ensure that the necessary data is submitted in
order for EPA to finalize the reviews. We understand that other reviews of ocur
submission packages are well underway and we would like to keep the process

maoving forward.

If you have any questions or need additiona! information, please feel free to
contact me at (201) 271-4800, ext. 7202 or mailto:rrosenwasser@hanz.com.

Sincersiy,
o s
AR ol
(/
abert Rosenw;;e\r\'
Director, Regulatory Affairs
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2696~ RAG
ﬂﬁu
RA

Re: PRIA extension request [ ﬁ' A
Honaveriture Akinlosotu {o; RRosehwasser 08/ 11/2011 10:27 AW
Cc Rschard Gebken Manon Johnson

I Rt

This is to acknowledge receipt of vour "Request for Extension of PRIA Due Date”, which is
being used to initiate the approval process. You will be kept abreast of further actions.

Thanks,

B.A
RRosenwasser Bonaventure: As discussed, please find attache... 08/10/2011 09:11:40 AM
Fram: BRosenwasser@hartz.com
Tor Bonaventure Akinlosot/DC/AUSEPA/USHERPA
Cc: Richard Gebken/DC/USEPA/USIDERA
Date; ORMA0/2201T109:11 AM
Subject: PRIA extension request
Bonaveniure:

As discussed, please find attached letter. A formal copy is being submitted through the Front End Desk. m_n_%,sﬁ
Robert V{? .

Robert Rosenwasser

Director, Reguiatory Affairs

The Hartz Mountain Corporation

400 Plaza-Drive

Secaucus, NJ 070894-3688

emall: rrosenwasser@hartz.com

phone: 231-271-4800, ext. 7202[attachment "Hartz PRI4A extension.pdf* deleted hy Bonaventure

Akintosct/DCUSEPAIS]
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Ce: Richard Gebken, Maron Johnson

Mr. Rosenwasser:

Please see attached docs {Cover letter and reviews) relative {o the subject action.

P AL i
<k <t Sk

|

{

Untitled).pdf {Untitied].pdf  {Urditled] pdf

Thanks,
B.A.

. Bonaveniure Akiniosotu, Phl)

U.S. Environmental Protection Agency

Office of Chemical Safety and Pollution Prevention
OPP/RD (Mail Code: 7505P)

1200 Pennsylvania Avenue, NW

Washington, DC 20460

Physical Address
One Potomac Yard
2777 Crystal Dr.
Arlington, VA 22202

703-605-0653
akinlosotu bonaventure/dcpa.gov

- Compieted Protocol Review: 2586-RAG, etc.
Eay Sonaveniyre Siinicsniy ) RRosenwasser

071542011 12:22 PM

This email may contain material that is confidential, privileged, and/ or work product for the sole
use of the intended recipient. Any review, reliance, distribution by others, or forwarding without
express permission is strictly prehibited. If you are not the intended recipient please contact the

sender and delete all copies.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20450

'ﬁgﬂoamﬁ_g.‘

N’

&7 Pﬂdﬁ"o

OFFICE OF
PREVENTION, PESTICIDIES
AN TOXNIC SUBSTANCES

- July 15, 2011

Robert Rosenwasser, Director
Regulatory Affairs

The Hartz Mountain Corporation
400 Plaza Drive

Secaucus, NI 07094

Subject: Testing Protocol for Child Resistant Packaging {CRP)
for four (4} Spot-On Fipronil-Ceontaining Products

Hartz Reference No. 128: EPA File Symbol 2596-RAG
Hartz Reference No. 129: EPA File Symbol 2596-RAU
Hartz Reference No. 130: EPA File Symbo] 2596-RAL
Hartz Reference No. 13]1: EPA File Symbol 25%6-RAA

Submissions dated March 17 and April 28, 2011

Diear Mr. Rosenwasser:

The above referenced protocol submitied for review by the Agency hag been evaluated, and found to
be acceptable with the changes provided. Some issues need 1o be addressed as indicated in the
accompanying Agency’s “CRP reviews” dated June 2 & 14, 2011, It you have any questions
concerning this action please contact Dr. B.A. Akinlosotu at (703) 605-0653.

Sincerely,

MR o 250G B op”

tchard Gebken, _ ~ey S
Product Manager 10 ob /ﬁc
Insecticide Branch :

Regtstration Division (7505P)

Enclosure Dacs: Agency’s "CRP Reviews”
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'Q\»“m s“‘a’%@_ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20480

el
S I
E <
%,
“, d‘g
. prot¥
May 3, 2011 _
- OFFICE OF
PREVENTIOW, PESTICIDES AND
TOXIC SUBSTANCES

THE HARTZ MOUNTAIN CORP.
ATTN: ROBIERT ROSENWASSER
400 PLAZA DRIVE

SECAUCUS, NI 070%4-

PRODUCT NAME: HARTZ REFERENCE #130
COMPANY NAME: THE HARTZ MOUNTAIN CORP.
OPP IDENTIFICATION NUMBER:

EPA FILE SYMBOL: 2596-RAL

EPA RECEIPT DATE: 05/02/11

SUBJECT: RECEIPT OF AMENDMENT

DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness,

During the initial screen we determined that the application appears (o qualify for fast
track review. The package will now be forwarded to the Product Manager for review to
determine its acceptability for fast track status.

I vou have any questions, please contact Registration Division, Risk Management Teamn
10, at (703} 305-6701.

Sincerely,

i % /f?zmw

Front IInd Processing Staff

Information Services Branch

Information Technology & Resources Management Division
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THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUS, NEW JERSEY 07094 201/271-4800
_ REGULATORY AFFAIRS
April 28, 2011

Document Processing Desk

Office of Pesticide Programs (7504P)
US Environmental Protection Agency
Room $-4800, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attention; Mr. Richard Gebken (PM # 10)
RE: Agency letter dated March 16, 2011
HARTZ® Reference No. 128, File Symbol 2596-RAG
HARTZ® Reference No. 129, File Symbo! 2596-RAU
HARTZ® Reference No. 130, File Symbol 2596-RAL
HARTZ® Reference No. 131, File Symbol 2596-RAA

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094-3688 is
submitting the requested information to satisfy the deficiencies in our registration
appiications as noted in the Agency letter dated March 16, 2011:

1. New data maftrices are submitted for each registration demonstrating the data
citations being used for the proposed claims. Public versions are also enclosed.
Because Hartz is relying on the selective method of support, new Certifications
with Respect to Citation of Data are also submitted.

2. Revised application forms (8570-1) for each are included that demonstrates
which of our proposed products is similar in composition and labeling to the
related Frontline product.

3. Regarding Child Resistant Packaging (CRP), we are including the Receipt of
Protocol Subject to Registration Service Fee (PRIA Code 272) dated March 21,
2011 (MRID 48424401). Any data that demonstrates that fipronil is a neurotoxin
above the level of 28.5 mg that may be found in any proposed dose volume
(requiring CRP) is information that would be found in the generic database of the
technical active and would be captured from the filed Formulator's Exemption for
each product. No individual MRID for this information is contained in the supplied
Data Matrices.

4, Although not a noted deficiency, Hartz is submitting new CSF’s for each product

to show the inclusion of ||| G-

If you have any questions or need additional information, please feel free to contact me
at (201) 271-4800, ext. 7202 or maiito:rrosenwasser@hartz.com.

Sincerely,

Fl

obert Rosenwasser .

Director, Regulatory Affairs
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Form Approvad, . o8 No. 207C-0080, Approve gxpires .8
RegistratiOn OF‘P idanhf‘ar Number
Amendment

United States

%EPA Enwronmental Protaction Agency

Washington, DC 20480 Other ]
Application for Pesticide - Section |

1. Compeny/Praduct Numbor 2. EPA Froduct Maneger 33 Froposad Classification

25968-RAL , -t

R, Gebken E" ‘ Nona U Reatrictod

4. Compeny[Froduct {Narne) PM# = |

HARTZ Reference # 130 10
5. Name and Addrass of Applicant faclude ZIF Dada) 6. Expedited Reveiw. In accordance with FIFRA Section 3(ci{3)

The Hartz Mountain Corperation {bili}, my product s similar or identical in eomposition and labeling

400 Plaza Drive to: 853315
EPA Reg. No.
Secaucus, NJ 07094-3688 8. o
| j Cheek if this /s 8 new address Product Name Frootline Pius for DOgS
Section - 1l
i ] Amendment - Explain bolow. L_] Finet printed lebeis in repasnse to
— Agency lattsr datad
D Resubrrigsion in resfionse 1o Agency tettardnted D "Ma Too™ Applicatien.

I__} Natification - Explein bafow, h Cther - Explain belew.

Explanation: Use additions! pegais) if necessary, {For section ! and Section (1)

MNew preduct regisiration.

Section - !

1. Matarial This Praduct Will Bs Packaged In:

Child-Rasistant Packeging Unit Packaging Wetar Soluble Packaging E 2. Tyus of Containar
',{;I Yos v | Yas 1 Yas | Mol
" 1: .__] N 7 v Piastic
| ‘ o { |y Neo i No Glasg
1 3
. . ¥ “Yas" MNo. per If Yas” MNo. per Paper
* Cor gﬁc‘azzn must Unit Packagag wgt.  container Packaga wgt containar Other {Specifyl
be submitt 0.67-4.02 ml. 1-150 ;
3. Locstion of Nat Contants informetion 4. Sizel(s) Reteil Containar 8. Logetion of Labal Diractions
e
[v] Labet [ | contsiner (.67-4.02 mL {multiple tubes per ,L_ """ { on outer packaging
&. Mannar in Which Labe! is Affixed te Product { Igthoqrap hd [;ﬂ Other inner dosage tubes have raquired text printed an them
o . ] -
label is printed an packaging 1 St

Section - 1V

1. Contact Point {Complete Hems directly helow for idenstification of individuel fo be contacted, i nacessory, lo process thiy spplication. f

tame Titte Telephone No, UInc'vd'e Arsa Code)
Robert Rosenwasser Diractor, Regulatory Affairs | 201 FT1-4800, 0l 7222
Cerificaticn : 8. Date Application
I certify that the statarments | hava made on this form nnd ¢ll attachmants thareto are trus, accurate and congleta. Receivad
I acknowiedge that any knowlkinglly false or migtaading statarnant may be punishebls by fine or imprisonment or -{Smmped)
both ur)ﬂ?r apphcabie taw,
3, Titia

Director, Regulatory Affairs

2, Ssnn?a/ /é/ / N

4. T\,rped Nama \‘\ 5. Datu
Robert Rosenwasser Apri 28, 2011

440

Whita - EPA File Copy loriginall  Yeflow ~ Applicant Copy

EPA Form B570-1 {Rev, 3-94} Previous editiony ars obsaleve.



Form Approved OME Nes. 2070-0088; 2070-0057, 2070-(107, 2070-0422, 2070-0162

f":';“g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Sy 1200 Pennsyivania Avenus, NW.
WASHINGTON, D.C. 20460

Paperwork Reduction, Act Nutice: The public reporting burden for thiz collection of informaiion is estimated to average 1.25 Liours per response for registraiion
iF arxf 0.23 houns per response for Teregisliation and special Teview activities, including ime for reading she insuuctions and completing the neeussary forus. Send
consnents regarding bunjen estimate or any sther aspect of this coflection of information, fncluding supgestions for reduciag the burden o Director, Colleetion
Straivpies Division {2%227T1, U.S. Eavirepmestal Protection Agency, 1 200 Peraisylvania Avanue, N.W., Washiagion, DC 206380, Do oot send the compieied fom

o s agidress.

Certification with Respect to Citation of Data

ApplicantsiRegistrants Name, Address, and Telephone Number EPA Registraon Number/Fitle Symbol
The Harlz Mountain Corporation. 400 Plaza Drive, Secaucus, NJ 07084, 201-271-4800 2546-RAL

Active inaredientfs) andfor representativi fest compound(s) Date

Fipronil, (8)-methoprens | Apat2d, 201

General Use Patferns) (list &l those clzimed for this product using 40 CFR Part 158) Froduct Mame

indogs Residential Harlz Refgrence 130

NOTE: ¥ your product is a 100% repacaging of snother purchased EPA-egistered product labeted fur all the sarme Lses o your fabel, you do not need to
submi this forrn.  You must submit the Formulator's Exemption Statement (EFA Form 8570-27)

[ am responding o a Data-Call-in Notice, and have induded with this form a list of companies seni offers of compensation {the Data Matrix form should
D bis used for (his purpose).

SECTION | METHOD OF DATA SUPFORT (Chack one method ooy}

fam using the cile-all msthod of suppert, and have included with this form 1 am using the seiettive metiod of support {for dile-all opfion
[:] a list of companies sent offers of compansation {the Data Matex form under the selecive method}, and have included with this form a
shoud be used for fnis purpese). completed list of data requirements {the Data Matrix form must be
used).

SECTHON Il: GEMERAL OFFER TO PAY

iRequired if using the cite-all mathod or when using the cite-all option under e selective methed to satisfy one or more data requirements)

| hereby uifer and agree i¢ pay compensalion, te ofher persons, with regard to the approval of this application, o the extant mouired by FIFRA.

SECTION ill: CERTIFICATION

T certify that this application for registration, this Torm for reregistration, of this Dsta-Call-in response is supportad by all data submitled or cited in the
application for registration, the form for reregistralion, or the Data-Cal-in response. n addition, if he clis-ail option or cile-all uption under the selective meihcod s
indicated in Section |, this appiication is supported by ail dsta in the Agency's files that {1) concern the proparties or effects of this product or an identical or
subslantially similar product, or one or more of the ingredients in this product; and {2} is & bype of dala that would be required o be submiied inder the data
requirements in effact on the date of approval of this applicalion § the application scught the Wvtial regiatration of 5 preduct of kentical or slmilar composition and

uEes |

1 certify that for each extlusive use study cited in support of this registration or reregistration, that | am the original data submitter or hat | have obtained
the wiiten perission of the arging dala submilier ¢ cile that study.

| cerdify thal for each sttdy cited in suppert of this registration or reregistration lhat is nol an exclusive use study, either: (3} { am he original data
submitter; {b) 1 have cbtained ine permission of the original data submitter to use the study in support of this application: {c} all periods of eligibflity for
compensahion have axpired for the study; {d) e study s in the public literature; or (e} [ have nctified in wriling the company thal submitied the study and have
olfered (i) 1o pay compensabon t& the axtent required by sections HCH1)F | andfor Jc){2 KB} of FIFRA: and {ii} t© commence negotiations to determnine the
amount and ferms of cumpensation, if any, to be paid for the use of the study.

| certify that in all instances where an offer of compensation is requlred, eoples of all offers to pay compensation and evdidence of Laeir welivery in
sccordance with sections 3 1HF) andior JcHZHB) of FIFRA are available and wilt be submitted to the Agancy upor request. Shauld 7 fall to produce such
evidence fo the Agarity Lpon request, | undersiand that the Agency may inltdate aclion o dety, cancel or suspend tha regieraticn of my produet in conformity with

FIFRA.

I cordify that the statements 1 have made on this form and all atachmants to it are trus, accurate, and complets. | acknowledqe that any
knowingly false or misleading staternent may be punishabie by fine or impriscnmeat or both under appiicable law.

-

-
Signature ;7 - Date Typed o Printet Same and Title
/’ v/ a W"-—-m-.._\\ April 28, 2041 Rubtierl Rotenwasser, Director, Reguiatory Affairs

EFA Form 8a70-34 (12-20032) Electronic and Paper versions avaitabls. Submit only Paper version.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTCN, D.C. 20460

March 21, 2011
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-446735
EPA File Symbol or Registration Number: 2596-RAG (CRP iesting prot{)col) RF( IV
Product Name: HARTZ REFERENCE #128

EPA Receipt Date: 18-Mar-2011 o

EPA Company Number: 2596 k<A 70

Company Name: THE HARTZ MOUNTAIN CORP. Py Monairer orrenins
Regulany atiurs

THE HARTZ MOUNTAIN CORP.

ATTN: ROBERT ROSENWASSER

400 PILAZA DRIVE

SECAUCUS, NJ 07094~

SUBJECT: Receipt of Protocol Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your protocol and certification of payment.
If you submitted data with this action, the results of the PRN-86-5 screen will be communicated
separalely. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subject to a Pesticide Registration Service Fee us defined in the Pesticide

Registration Improvement Act.
The Action has been identified as Action Code: R272

APPLICANT-INITIATED 2:EXCLUDES DART, PRE-REGISTRATION CONFERENCES,
RAPID RESPONSE REVIEW, DNT PROTOCOL REVIEW, PROTOCOLS NEEDING HSRB
REVIEW;REVIEW OF STUDY PRGTOCOL,;

No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fce
Ombudsman at (703) 308-9362.

Sincerely, / arae B3I
Front End Processing Staft
Information Technology & Resources Managentént Division
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Form Approved OMB Na, 20700060 |
£
S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460 j

Paperwork Reduciion Act Notice: The public reporting burden for this coilection of information is estimated to average 0.25 howrs per response for registration activities and 0.25
hours per response for refegistration and special review activities, including ime for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to Uirector: OPPE Information Management Division {21373 11.S.
Envirgnmental Protection Agency, 401 M Sireet, SW., Washington, DC 20480. Uo not send the form 1o this address,

DATA MATRIX
Date  Apnl 28, 2011 EPA Reg. No. 2596-RAL Page 1 of 2
Applicant's/Registrant’s Name & Address: Hartz Mountain Corporation, 400 Plaza Dr., Product |
Secaunus, NJ 97094 Hariz Reference #130 -l
Guideline Reference Mumber | Guideling Study Name KMRID Numher Submitter Status Nate
2301550 Product identification and compasition subnitted Hartz Own
83016800 Beginning materials submitted Hartz Own
830-1550 Description of formutation process _submilted Harz | Own
B820-1670 Farmation of impurities submilted Hartz Own ]
830-1750. Gerifisd limits submitied Hartz —_— Qwn | o
B30-1800 Enforcement anaiytical method submitted Hartz Cwn
830-6302 Color submilted Harlz Own Seif-certifcation
830-8303 Physical state submitted RHarlz Qwn Self-cartification
£30-8304 Odor sithmitted Hartz Own Seif-certification
830-6314 Crxidation/Reduction Walver Hartz Cwn Self-certification
B30-6315 A Elammabitity submitted Hartz Owni Sekf-certification i
830-6315 o fé;(p!oda bility V¥aiver £nd use proguct is not potentially explosive. 1
830»63.1 f ' ' Storage slability To be submitted Hartz Qwn in progress
830-8318 Miscibility Whaiver End use product is not to be diluted with petroleum solvents.
sgnatue s, f Robort Rasenwasser .
/‘;/:/ e /49_\ Director, Regulatory Affairs Aprit 28, 2011
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Form Approved OME No. 20700060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwark Reduction Act Netice: The pubiic reporting burden for this coliection of information is esfimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activiies, including time for reading the instruction and completing the necessary forms. Send comments regarding the

burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to Director; OPPE fnformation Management Division (21373 LLS.
Environmental Protection Agency, 401 M Street, 8.W., Washington, DT 20460. Do not send the form fo this address.

DATA MATRIX
Date  Aopril 28, 20141 EPA Reg, No. 2596-RAL Paga20f 2
Applicant’s/Regisirant's Name & address: Hartz Mountain Corporation, 400 Piaza Dr., Product
Secausus, NJ 07094 Hartz Reference #130
ingredient Fipronil, {(S)-methoprena
Guideline Referenge Number Guideline Study Name MRID Number Submitter Status Note
§30-6320 Corrosion characteristics To be submifted Hartz Own I in progress
830-6321 Dielectric breakdown voltage Waiver End use product is not ic be ysed around electrical eguipment.
830-7000 pH Waiver End use product is not te be dispersed with water.
830-1100 Viscasity submitted Hartz Cran Self-certification
. , stebmitted I
830-7300 Density Hartz Qwn Seli-certification
870-1100 Apute oral toxicity 43951703 Meriai
370-1206G Acute dermat toxcity 44487701 Merial
870-1300 Acute inhalafion toxicity 44433302 Merin
=
870-2400 Acute eye irritation 44942006 Meria
. Mert
870-2500 Acule dermal irritation 45812702 efiat
870-2500° | Sxin sensitization 44942008 Meriat : ‘
¥ . Lo T ~ . 8 oapd
8103300 -+ . . [|"“Product performance, efficacy 44942105, 44942106, ‘erial
45612701, 45620501,
45520504, AR820505,
456820506 4458368201,
—— . 45866802
870.7200 Domestic Animal Safety 43863802, 45612702, | Mertal
45620507, 45143601
Signature / Name and Title Date
Robert Rosenwzasser . )
) s _ Director, Regulatory Affairs | AP 28, 2Q1y




Form Approved OME No. 20780060

U_NITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting hurden for this coliection of information is estimated tc average 0.25 hours per response for registration activities and 0.25
hours per response {or reregistration and special review aclivities, Inciuding time for reading the instruction and compisting the necessary forms. Send comments regarding tha

burden estimate or any other aspect of this collection of information, inciuding suggestions for reducing the burden to Director: OPPE information Management Divislon {21373 U.5.
Environmental Protection Agency, 401 M Street, 5.W., Washingtor, DG 20460. Do nat send the form to this addrass,

DATA MATRIX
Date  Aprit 28, 2011 EPA Reg. No. 2586-RAL Page 10f 2
Apniicant’s/Registrant's Name & Address: Hartz Mountain Corporation, 400 Pleza Jr, Product
Secaucus, NJ 07084 Hariz Reference #130
ingredient Fipronil, (S)-methoprene
Guideline Referance Number | Guideline Study Nams MRID Number Submitier Status Note
o .. E Harz Own
Hartz Own
Hartz QOwn
Harliz Own
Hart? Own
Hartz Own
Hartz Own Seif-certification
g Hartr Own Seif-certification
: Hartz Orwiey Seif-certification
Hartz Own Saif-caditication
Hartz Own Seff-certification

End use product is not potentiaily expiosive.

Hartz Own in progress
p ) ) 8 End use product is not to be diluted with petroleum solvents.
539"3“.":" 4 oA e Name and Title Date
L Ja v - Robert Rosenwasser Aort
/f’l, " Director, Regulatory Affairs pnil 28, 2011
£ - 5
L A .
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Form Approved OMB Ho, 20700060 %

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Natice: The public reporting burden for this coflection of information is estimated to average 0.25 hours par rasponse for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the

burden-estimate or any other aspact of this collsction of information, Including suggestions for reducing the burden to Director: OPPE Information Management Divislon {2137) 1.5,
Environmental Protection Agency, 401 M Street, S.W,, Washingion, DC 20460, Do not send the form to this address.

DATA MATRIX
Pate  Apni 28, 2011 EPA Reqg. No. 2506-RAIL Page Zof 2
Appilcant's/Registrant’s Mame & Addrass: Harlz Mountain Corporation, 400 Piaza Dr., Product
Secaucus, NJ 07094 Hartz Reference #1430
ingredient Fiproni, (S)-methoprene )
Guideling Reference Number Guideling Study Name MRID Number Submitter Status Mota

Hartz ! Cwn In prograss

End use product is not to be used around electical eguipment.

End use product is not to be disparsed with water,

t Hartz Owi Selfcertification

). Hartz Qwn Self-certification
§ Merial

Marigl

KMarial !
Marial

Merial

Merial
Merlal

| Menai

A N S
MName and Titie Date

Robert Rosenwasser .
Director, Regulatory Affairs Aprit 28, 2046




4B84244-00

THE HARTZ MOUNTARN CORPORATION, 400 PLAZA DRIVE, SECAUCUS. NEW IERSEY 07004 2OV -480D
REGULATORY AFFAIRS

March 17, 2011

Document Processing Desk

Office of Pesticide Programs (7504P)
US Environmental Protection Agency
Room $-480Q, One Potomac Yard
2777 South Crystal Drive

Adington, VA 22202-4501

Attention: Mr. Richard Gebken {PM # 10}
Hartz Reference #128, EPA File Symbol 2598-RAG
Hartz Reference #128, EPA File Symbof 2596-RAU .~
Hartz Reference #130, EPA File Symbol 2596-RAL
Hartz Reference #7131, EPA Flle Symbol 25898-RAA

Protocol submission and review for Child Resistant Packaging for
Products containing Fipronil - PRIA action code R272

The Hartz Mountain Carporation, 400 Plaza Drive, Secaucus, NJ 07094-3688 is
submitting a protocol for testing of packaging 1o determine whether packages of
end-use products containing the active ingredient, Fipronil, are child resistant.

The testing that will take place after the protocol is approved by EPA will support
the registration applications of the 4 products listed above.

The Hartz Mountain Corporation is submitting the following:
48424401 « Hartz Test #2278, Hartz UltraGuard Flea and Tick Topical Treatment,
Child-resistant Package Test Protocol, Prepared by National Child
Resistant Testing, Inc., Lincoln, NE - 3 copies
e« PRIA fee paid by check for $2,294.00

If you have any questions or need additional information, please fee! Tee to
contact me at {(201) 271-4800, ext. 7202 or mailtorrosenwasser@hariz.com.

Director, Regulatory Affairs
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£ B
g § UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
& Washington, D.C. 20460
A mcﬂp
OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

March 16, 2011

Certified Mail: (Article Number 7005-3110-0081-4053-8914)
OPP Decision Numbers: 443034, 443035, 445036 & 445037

Registrant Name:  The Hartz Mountain Corp.
(Attn: Robert Rosenwasser, Director, Regulatory Affairs)

Registrant Address: 400 Plaza Drive, Secaucus, NJ 07094
Subject: Data and Labeling Deficiencies

Product Name (EPA File Symbol)
Hartz Ref #s 128 (File Symbo! 2596-RAG)
Hartz Ref#s 129 (File Symbol 2596-RAU)
Hartz Ref #s 130 (File Symbol 2596-RAL)
Hartz Ref #s 131 (File Symbol 2596-RAA)

Date of Applications: February 4, 2011

EPA Recetpt Date: February §, 2011

Dear Mr. Rosenwasser:

The Agency has received and begun its in-depth review of each subject applications, and
has determined that it is incomplete and that further information is needed. This letteris a
writien nottfication of those deficiencies and identifies vour options under 40 CFR 152.105 and
Section 33 of the Federal insecticide, Fungicide and Roedenticide Act (FIFRA), also known as the
Pesticide Registration Improvement Renewal Act (PRIA 2).  Your options under 40 CFR.
152.105 and section 33 of FIFRA arc addressed separately because each invalves a different
timeframe and set of options for responding to this letter, Please ensure that you consider each
of the sections below in determining how and when you respond to this letter.
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40 CFR _152.105:

Pursuant 1o 46 CFR 152.103, you are allowed 75 days from the date of this letter ending
May 31, 2611 to provide a response concerning the deficiencies listed in this letter. Your
response may include making corrections or additons to complete the applications, or notifving
the Agency of the date on which you expect to complete the applications, or withdrawing vour
applications. If you do not respond to this letter within 75 days or if you respond with a date on
which you expect to compiete the applications but fail to meet that scheduled date, the Agency
will treat the applications as if you had withdrawn it. Withdrawal concludes the Agency’s
review of your applications. Any subsequent submission of the same application must then be
submitted as a new application with a new deadline for EPA to make a determination on your
application and subject to a new registration service fec.

The deficiencics identified in the Agency’s review at this time are as follows:

1. The data matrix for cach of the above referenced proposed products is incomplete. You
must revise cach data matrix accordingly. Instructions for completing the EPA form
§570-35 data mauix correctly can be found within PR Notice 98-5. An electronic copy
of thi» PR Notice cau be obtciined at the ibilowing Agency web site:

o The data matrix (1 using Clie Ail_) must mclude all companies listed on the data
submitters list for each active ingredient, Documentation that offers to pay must
be available to the Agency onrequest. Refer to Section I of the §570-34 form

- for specifics,

2. Asrequired on the Application Form (8570-1), no me-too product was listed for each
proposed product. Per your request {or a PRIA Code R316, you must provide information on
the specific product(s) to which each proposed produet is similar or identical in composition
and labeling.

3. The aforementioned pending applications contain no information on Child Resmtam
Packaging (CRP) and Compunton Animal Safety data.
» You must provide appropriate information to adequately address CRP and Companion
Animal Safcty requirements.
¢ Child Resistant Packaging is unique for each product, and cannot be cited.
o ‘The Agency does not accept CRP Self Certification for pt,ndmg, registrations requiring
data.

Further review of your applications and your response 1o the alorementioned deficiencies may
reveal additional deficicncies, and vou will be so informed.
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FIFRA Section 33/PRIA;

These applications is also subject to a deadline for making a determination on the applications
under FIFRA Section 33, Pegticide Registration Service Fees, established under PRIA.

The time frame for the Agency to make a determination on each of these applications ends on
Septemnber 08, 2011; and you have the following three options:

1. Cearrect application deficiencies: All required additional information must
adequately address the stated deficiencies, and must be received by the Agency on or
before May 30, 2011, The Agency will not proceed with the processing of these
applications until alt the deficiencies are adequately corrected. When all of the
required information including acceptable data is received on or before May 31, 2011
by the Apgency, you will be notified of the need for additional time and or resources
needed to adequately review and process your applications.

Withdraw the applications: You may notify the Agency before May 31, 2011 that
you are withdrawing your applications. As noted above, withdrawal conchides the
Agency’s review of your applications; however, you may resubmit your applications
after the deficiencies have been addressed. Should vou choose to resubmit your
applications, it would be subject to a new deadline for making a determination on
vour applications and a new registration service fee. Since a fee was paid with these

applications, the Agency will provide any applicable refund as soon as practicable.

!‘J

Not respond: [f vou do not respond or fail to provide the Agency with the above
stated information on or before May 31, 2611, the Agency will admimistratively
withdraw your applications.

b

Please respond to this tetter by contacting me (Phone: 703-305-6701; e-mail:
gebken.richard(@epa.gov) or Bonaventure Akinlosotu at {Pheone: 703-603-0653; e~mail;
akinlosiotu bonaventure@iepa.gov) during the hours of 7:00 am to 4:00 pm EST with a response
and for any questions concerning this letter. When submitting information or data in response to
this letter, a copy of this letier must accompany the submission to facilitate processing.

Sincgtely,

JEUL oS b

Richard J. Gebken

Product Manager 10
Insecticide Branch
Registration Dhivision {7305P)
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Re: EPA Update for product 2586-RAA, 2596-RAG, 2586-RAU, 2596-RAL
i

History: s ﬁiessag'e'ﬁa.s. been rep!ied 0.

Unugbaoi:
Please find attached the documents you have requested. This should correct all deficiencies noted .

if you have any questions or need additional information, please give me a call or send an email.
Thanks for your help in this matter .-
Rabert

Robert Rosenwasser

Birector, Regulatory Affairs

The Hartz Mountain Corporation
400 Plaza Drive

Secaucus, NJ 07094-3688
email: rrosemwasser@hariz.com

phone: 2(31-271-4800, ext. 7202

Unupboli. Wilkinson @epamail.epa.gov

To frrosenwasser@hartz.com

02/15:2011 1050 AM £c

Subject EFA Updata for product 2595-RAA, 2596-RAG, 2595-RAL, 2596-RAI

Hi Mr. Rosenwasser,

Please conalder thig email as a follow-up toe our earlier
sonversation concerning the deficiencies asgsociated with the application
packages being used to support the registration of Hartz Refarence #131
{2596~-RAA), Hartz Reference #128B {(2596-RAG), Hartz Ref #1239 (2596-RAI)
and Hartz Fef $130 {2506-RAL)}. Below is the list of deficiencies:

* The external use data matrix (8570-35) and formuwlator's sxemption
ratement {8370-27) are missing for all registration packages

The method of data support selecten on the certification with respech
to citation of data (8370-34) for all registration packages is
incorrect.

* i

Please amail to me the correctiong for the deliciancies listed above. IF
you have any Lurther guestions, please fesl ifree to contsct me.

Ragards,

Unugholi Willkinseon

Data Analyst - MacFaaden/EP2 (ontractor
Lrig Potomic Yard

27977 8. Crvetal Drive, S-§921

RRosenwasser 0 Wilkinson Unugboji D2/15/2091 11:32 AM
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Arlingten, VA 22202

Tei: {703}, 3147 ,.85:8

Fax:{703)305.5060

EPA mail: unugkeil.wilkinscnéeps.gov

ERs documénts_ pdf
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R 310

End Use (EP) or Manufacturing tHse (MP) croduct of Technical Grade of the Active Ingredient TGAD,

Must subomit Group A and B pr
identical repack).

YES or _ _NOC } (circle one)
RN

T chemistry data for each proposed product unless it's a 100%

Grayed ouf = data not required

EP Data MP Dot |
| Guideline | Group A: Product Chemistry Data Submifted | Submitted | TGAI
No. Study Title Yes (No |Yes |No |Yes |No
8301550 | Product ldentity & Composition =
Description of materialsusedto | .1 L ] b T 7
£30.14600 | preduce the product v ]
B30.1650 [ Description of formulalion process L
830.1670 | Discussion on the formialion of impurities | &7 _ . B
830.1700 | Preliminary analysis i
830.1750 | Cerlified limits (1568.345) v
830.1800 | Enforcement analytical method [
"EPData | MP Data
Guideline | Group B: Product Chemistry Data Study | Submited | Submitfed ;| TGAl
No. Title Yes (No |Yes No iYes ;No
830.6302 | Color L ]
8306303 | PhysicaiState |-
8306304 | Odior
T Stability to normal and elevated
830.6313 | fernperatures metal and metal lons
Crddation/Reduction
| 830.6314 (Chemicgl incompatibiliby)
830.6315 | Flammalbility
833.6316 (Explodabiily
830.6317 | Storage stapility
830.6319 | Miscibility
| 830.6320 | Corrosion Characteristics
8306321 | Diglectric Breakdown Voitage
8307000  pH
8307050 & UV/ Visible Absorplion
830.7100 | Viscosily
| §30.7200 | Melfing Point
830.7220 | Boiling Point
830.7300 | Density
830.7370 | Dissocialion Constant
830.7550 | Partition Coeflicient
| 830,7840 | Water Solubsility o
| 830,7950 | Vapor Pressure
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R 310

New products must efther: 1) supply the product specific acute foxicity 6 pack dota (isted below),
or 2) provide a bridging rationale document. The bridging document directs OPP fo use a currently
registered set of 6 acute foxicity data and label; Instead of submitting product specific data.

| 5 S e

| Guideline | Acute toxicity (6 pack) submitted Cited

| No. . Studly Title Ives [N  lves !No

| 870.1100 | Acute Oral (LDSO) v | |

| 870.1200 | Acute Dermal (1D50) ~ ]
870.1300 | Acute Inhalation (LC50) -

| 870,2400 | Acute Eve Imitation / o
870.2500 | Acute Dermal irritation o .
870.2000 | Dermal Sensitzation A i

Efficacy — which guideling is used denends on the proposed label use

Data
Cuideline submitted Cited
No. Study Titie Yes [ No |Yes | No | Commenis
8103100 | Soil Tregtmenis forimported Fire Ants "
! Livestock, Poultry, Fur and Wool-Bearing
| 810,3200 | Animat Tregtments L

Treatments o Control Pests of Humans

and -. ;
810.3300 | Pets B |

Mosqjuito, Black Fly, and Biting Midge i -f
8103400 | Sand Fly) Treatments
810.3500 | Premises Treatments

B10.3600 | Structural Treafments
Methods for Efficacy Testing of Termite
. 810.3800 | Bails B

154



O UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20480

A3
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W agenct

2

February 14, 2011
OFFICE OF
PREVERTION, PESTICTDES AND
TOMC SUBSTANCES
THE HARTZ MOUNTAIN CORP.
ATTN: ROBERT ROSENWASSER
400 PLAZA DRIVE
SECAUCUS, NJ  07094-

Report of Analysis for Compliance with PR Notice 86-5

Thank vou for your submitta) of 08-FEB-11. Qur staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with

Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in

all future references to these documents, Thank vou for your cooperation. If you have any
questions concerning this data submission, please raise them with the cognizant Product
Manager, to whom the data have been released.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C, 20460

08
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By Aaenc?

&

e A%
February 10, 2011
ODFFICE OF
PEEVENTION. PESTICIDES AND
TOXIC SLIBSTANCES

QPP Decision Number: [D-443034

EPA File Symbhol or Registration Number: 2596-RAL
Product Name: HARTZ REFERENCE #130

EPA Receipt Date: 08-Feb-2011

EPA Company Number: 2596

Company Name: THE ITARTZ MOUNTAIN CORP.

THE HARTZ MOUNTAIN CORP.
ATTN: ROBERT ROSENWASSER
400 PLAZA DRIVE

SECAUCUS, NI 07094-

SUBJECT: Receipt of Registration Application Subject to Registration Service Fec
Dear Registrant:

The Office of Pesticide Programs has received your application and cenification of
payment. If you submitied data with this application, the results of the PRN-8§6-3 screen will be
communicated separately. During the administrative screen, the Otfice of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fec as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: R310

NEW PRODUCT:NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT
CHEMISTRY;ACUTE TOXICITY;PUBLIC HEALTH PEST EFFICACY):

No additional payment is duce at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-9362.
- C
Sincerely” } 004 (Thuovia_
Iront End Processing Staff
Information Technology & Resources Management Division
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483780.00

’

THE HARTZ MOUNTAIN CORPORATION, 400 5 WE, SECALUCUS, NEW JERSEY 07084 204/271 4800
REGULATORY &FFAIRS

February 7, 2011

Document Processing Desk (APPL)
Office of Pesticide Programs (7504P)
US Environmental Protection Agency
Room 84900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attention:  Mr. Richard Gebken {PM # 10)
RE: HARTZ REF #128, EPA Reg. No. 2596-RAG
HARTZ REF #1289, EPA Reg. No. 2596-RAU
HARTZ REF #130, EPA Reg. No. 2596-RAL
HARTZ REF #131, EPA Reg. No. 2596-RAR

PRIA CODE = R310

Dear Mr. Gebken:

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094-3688 is
filing this application to register 4 new products that are based on the Cite-All

Method of Support from Merial.

A complete Transmifial Document is attached which states all the documents
that are being submitted in support of this registration.

A check for $19,228 is also enclosed to cover the application fees for the 4 new
products and is submitted under PRIA Code R310.

If you have any questions or need any additional information, please feel free to
call me at (201) 271-4800, ext. 7202 or mailto:rrosenwasser@hartz.com.

Sincerely yours,

obert R&senwasser .
Director, Reguiatory Affairs
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4.

TRANSMITTAL DOCUMEN:.

. NAME AND ADDRESS OF SUBMITTER
The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094

REGULATORY ACTION IN SUPPORT OF WHICH THESE PACKAGES ARE SUBMITTED
Applications for Registration of 4 new products containing:
Fipronil; Hartz Reference #128, EPA File Symbol 2596-RAG
Fipronil; Hariz Reference #7129, EPA File Symbol 2596-RAU
Fipronil and (S)-Methoprene; Hartz Reference #130, EPA File Symbof 2596-RAL
Fipronil and {S)-Methoprene; Hartz Reference #131, EPA File Symbo! 2596-RAA

. TRANSMITTAL DATE February 7, 2011

LIST OF SUBMITTED DOCUMENTS
For Reference #128, EPA File Symboi 2596-RAG
VOLUME 1 Product Chemistry Self-Certification {3 copies)

VOLUME 2 Product Chemistry (3 copies)
Product Identity and Compgsition,
Analysis, Cerification of Ingredients
Manufacturing Process
Discussion of Impurities
Confidential Statement of Formula

VOLUME 3 Product Chemistry: (3 coples)
Enforcement Analytical Method
Method is also applicable to Hartz Reference #129, EPA File
Symbol 2596-RAU

For Reference #7129, EPA File Symbol 2596-RAU
VOLUME 1 Product Chemistry Self-Certification, (3 copies)

VOLUME 2 Product Chemistry (3 copies)
Product Identity and Composition,
Analysis, Certification of Ingredients
Manufacturing Process
Discussion of Impurities
Confidential Statement of Formula

VOLUME 3 Produyct Chemistry: {See above)
Enforcement Analytical Method
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For Reference #130, EF  ‘ile Symbol 2596.-RAL

49378001 VOLUME 1 Product Chemistry Seif-Certification, (3 copies)

48378002 VOLUME 2 Praduct Chemistry {3 copies)
Product ldentity and Composition,
Analysis, Certification of ingredients
Manufacturing Process
Discussion of Impurities
Confidential Statement of Formula

48370003 VOLUME 3 Product Chemistry: (3 copies)
Enforcemant Analytical Method
Method is also applicable to Hartz Reference #131, EPA File
Symbo] 2596-RAA

For Reference #131, EPA File Symbol 2598-RAA
VOLUME 1 Product Chemistry Self-Certification {3 copies)

VOLUME 2 Product Chemistry {3 copies)
Product ldentity and Composition,
Analysis, Certification of ingredients
Manufacturing Process
Discussion of Impurities
Confidential Statement of Formula

VOLUME 3 Product Chemistry: (See above)
Enforcement Analylical Method

For each application, the following documents are submitted:
Completed Application Form {8570-1)

Rata Matrix

Certification with Respect to Citation of Data (8570-34)

Data Matrix listing company that is utilized in cite-all method.

Completed Corfidential Statement of Formulas (Cne loose copy and one ¢opy in Vol. 2
Product Chemistry)

Product labels, 6 copies each.
7. Check in the amount of $19,228 for 4 appiications, PRIA Code R310.

A

@

5. COMPANY OFFICAL Robert Rosenwasser, Director, Regulatory Affairs

6. SIGNATURE

7. PHONE 201-2714800, ext. 7202
159



Farrm Aggrgggg: . ‘ME irw. 20700080

United States

Environmental Protection Agancy
Washington, DC 20460

¢ | Registration
- Amendment
| __{ Other

T § -28-95
OPP Idantifisr Numbar

Application for Pesticide - Section |

1. Company/FProduct Numbor 2. EPA Product Manager
2596-RAL R, Gebken

4. Company/Praduct (Mame; PM#
HARTZ Reference # 130 10

3. Propoged Classifivation

Cf} None [‘] Raztricted

5. Nama end Address of Appillcant fincludae ZIP Codaj
The Harlz Mountain Corporation

- 6, Expedited Reveiw. In accordance with FIFRA Section 3ic}{3)
{hHil, my product is similar or identical in composition and {abeling

400 Piaza Drive {5
Secaucus, NJ 07094-3688 EPA Reg. No.
G Chack if this is a new address Product Name

Saction - 1l

] Armeandment - Explain balow.

i’r | Aasubmission in respense to Agency letter detad .

' MNatificotian - Explein below.

i | Finel printed labels in repsonsa to

'~ Agency fattar dernd
[ ] “Me Tao™ Applicatian.

I 1 Gthar - Explain below.

New product registration,

Explanation: Use additions! pagais) if neceasary. {For section | and Section 0.}

Section - HI

1. Marerial This Product Wiit Bs Packagad in:

Child-Resistant Packaging ; Unit Packaging

Water Saiuble Packaging 2. Typa of Containar

- H
Yes .23 Yos o
{1y i Motal
< Plastic
- No No No Glags

. - H "Yes" No. par if “Yag" No. par Papar
* Cﬂ’t’ﬁc?bm must Unit Packaging wgt.  container Package wgt container Other (Specity) _
be submittad 067402k | 1450 |

3. Locetion of Net Cantants [nformation

M Lahal [_j Containar I

1 4, Sizels} Retadl Contsiner
0.67-4.02 mL {mudiiple tubes per

5. L:_)qatinn of Label Qirectiens

an outer packaging

6. Manner in Which Label 13 Affixed to Praduct ughqgmphd |;(; Other nner dosage {(ubes have raquired text printed on them
. . . P k
label is printed on packaging R il ey
Saction - IV

1. Contect Point fComplata items directiy below for identification of individue! to be contacted, if necessary. to process this app!ic's'fb_n._} :

Name
Robert Rosenwasser

Tithn Talaphase

Direcior, Regulatory Affairs

Ho. (inckide Area Coda)

201-271-4800, ext. 7202

EPA Form B570-1 (Rev. 3-94} Provioug editions ars obsalete.

Certification €. Dato Applicetion
I cartify that the statamonts [ heve mads on this ferm and all attachmants thetato are trug, eccurets and complite., Racaived
| secknowladga that any Knowlinglly fslse or misieading stetement may be punishable by fine of imprizenment w * - {Stamped)
bath )e‘s:der appllc,g}b{c faw, _
i
y 3. Tide
i 7 S Director, Regulatory Affairs
4. Typad Name 5. Date
Robert Rosenwasser February 4, 2011
160
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VE

THE HARTZ MOUNTAIN CORPORATION
400 FLATA DRI
Za SECAUTUS, 84 07094 !

No. 283641

are; @7-FEB~11 vinoor navk LIS ENVIRONMENTAL PROTE venporne, 19592
INVCICE NO INVOICE DATE OESCAIPTION DISCOUNT AMOUNT NET AMOUNT
REGISTRATI|O1-FEB-11{100002356% P-- C.00 19.,228.00
) RETe4/ A
0.00 1%,228.00

IASE DETACH AND RETAIN THIS STATEMENT AS YOUR RECORD OF PAYMENT.

v

Hundze

Thank Youl

. CHECK DATE
- 07-FER-11

CHECK NUMBER
285641

CHECK AMOUNT
FEFFE]G,228.00

© AUSWIeaI} [HUSPLLOD O} PSS 3¢ ABL UORULIOJUI [RIOUBUL/[BI0ISLILIOD,




Form approved, OMB No. 2070-0060, 2070-0057, 2070-0107, 2070-0122, 2070-0164.

United States
Environmental Protection Agency
Washington, DC 20460
Formulator's Exemption Statement
(40 CFR 152.85)

Applicant's Name and Address EPA File Symbol/Registration Number
. . . 2596-RAL
T'he Hariz Mountain Corporation
400 Plaza Drive Product Name
Secacus, NJ 07094 Hartz Reference 130

Date of Confidential Statement of Formula (EPA Form 8570-4)
02/04/2011

As an aufhorized reprasentative of the applicant for registration of the product identified above, | certify that:
(1) This product contains the following active Ingredient{s}:

Fipronil
(8)-Methoprene

{2} Ofthese, each adlive Ingredlent listed in paragraph (4) ls present solely as the result of the use of that active ingredient in the manufacturing,
formulation or repackaging another product which contains that active ingredient which is registered under FIFRA Section 3, is purchased by
us from another parson and meets the requirements of 40 CFR section 158,50{e}{2) or {3).

{3) Indicate by checking {A} or {B} below which paragraph applies:

71 {A} An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is atfached to this stalement.
That formula statement Indicates, by company name, registration number, and product name, the source of the aclive ingredient{s} lisled in
paragraph {1}.
OR

1 (B} The Confidential Statement of Formula {CSFXEPA Form 8570-4) referenced above and on file with the EPA is complele, current, an
accurate and contains the information reguired on the current CSF.

{4} The following active ingredients in this product gualify for the formulator's exempfion.

Source

Active fngredlent Product Name Registration Number
5-Amino-1-{2,6-dichloro-4-(trifluor | |G s
omethyDphenyl]-4-4
[(1R,S)-(triflucromethyl)

sulfinyl]-1 H-pyrazole-3-catbonttrile
CAS#122068-37-3

(5)-Myfhopreng CAS # 65733166, GG - N

Signain _ Mame and Title i Dale
7 (Jdr— R. Rosenwasser, Dir, Rep. Affairs 02/15/2011
£ PA Form 8570-27 {Rav, 06-2004) Copy 1~ EPA

Copy 2 - Applicant copy
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Form Anproved OMB Nos. 2070-0060; 2070-0057; 2070-0107, 2070-0122; 070-0164
— T R ———

o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
{a%; 1200 Pennsylvania Avenue, NW.
WASHINGTON, D.C, 20460

Papersedk Reduerion Act Mofice: The pubtic opmiing derden for this callection of inforuation is estinma of 10 average F.23 bours per rosponse Ry vegisialion
andd 925 linws per response for reregistiation and special reviete setivities, iactuding Ume for resding the instractions and conpdeting te necassary fonns, Send
conmmeiks 1eganting bden zstimate o ary ollier dapect olthis collestion ol infbrration, nchuding suggesions lor redueiig he burden to: Tceior, Cotlenion
Sirategies Divistou (28227), U Bpvirannwenial Prolestion A gency, 1200 Pennsylvania Avesu, MW, Washigion, [0 20460, T 1161 scad the cotrqpleled foim

£t B)is el dress,

CertHfication with Respact to Citation of Data

Aoplicant's/Registrant's Name, Addrass, and Telephone Number EFA Registralion NumbetfFik Symbol
The Hartz Mountain Corporalion, 400 Plazs Dive, Secaucus, MJ 07084, 201-271-4800 258E.RAL

Daie
Febouarp 15, 2014

Active Iniradisni(s) andior ragresenialive st eempound(s)

[t Fipronil, (3}-methoprene

Gensral Lise Paftern{s) ffist all those claimed for Ihis podect using 43 CFR Parl 158)
Indoor Residentia

NOTE: K vour poduct is a 100% repackaging of anolher purchased EPA-registered product iabeled for all the same wsas on vour labal, you o nal need lo
sibmit \his form. You must submd the Fomulstor's Exemplion Statemeat {EPA Fomn 4570-27%

Produd) Mame
Hartz Refergnce 8130

* ! am resgonding 10 a Data-Catl-ln Motice, and have included wifh this form a Hst of companies sent offers of compansation (he Dala Matnx form s suld
D be used for this pureose).

SECTION |: METHOD OF RATA SUPPDRY (Check ona method only)

#am using the saleclive method ¢f support (or cie-all option
urster the selective method), and have included with thig form a
compisted st of dala requirements (the Data Mairix form must be
used).

1 s using the cite-all method of support, and have included with this form
[:] a list of companies sent offers of compansation {The Data Matrix fopm

shiould be usad for this purpose).

SECTION Ht: GENERAL OFFER TO PAY

Required if using the clie-alt method or when using the cite-all oplion under the selective method to satisly one or more data requirerients)

IT | herehy offar and agres to pay compensation, to ether persons, with regard 1o the approval of this application, ta the exdsrd required by FIFRA,

SECTHON lif: CERTIFICATION

t cortify that thls application for registeation, this form for reregisiration, or this Dala-Call-in respanse is supnorted by aiff dats submitied or aied n e
apphicaiton for reglstration, the forrn for reregistration, or tie Caia-Calln rasponse. 0 addition, ¥ the cite-ait opfion or cite-all option under e seleglive method iy
inticaled in Saction 1, this application s spported by alt data in the Agency's {iles that (1} concam the groperties or effects of this product or an identical of
subsiantially similar product, or coe or more of he Ingredients in this produd,; and (2) s a ypa of data thal woud be redquired o be submitied under the dsla
requirements In effect on the date of appmval of this application if the appiicaiion soupht the Initial ragistration of a produdl of identical or simllar sompositice and
uscs .

! seaufy Uat for each exclusive use study citad in suppod of this regisiration or rereglsiration, that | am the odgingl data submitier or thal | have cbiained
the wiitien pertnission of 1he originat data sabmitter 1o cito Hat siudy,

1 ety that for each study eled in support of this registration or reragistration thut is not an exclusive use siudy, either: @) 1am e original dala
submilter; (b} | have obtainad Ihe permigsion of the aginal daw submilter to use the sfudy in sugport of ihis application, (<) &t pedods of elgibiily for
compensation have explrad for the sfudy; (di the siudy is in Lhe public literature; of (8} | have nolilisd b wiiling the company that submitted tha sludy and have
offered (1) 1¢ pay compensation (o the axtenl required by saclions JeH1XF) and/or 2{e)2HEBI of FIFRA; and i} ke commence negofizhons o daterming fe
amcunt and temms of compensalion, i any, to be paid for the use of the study.

[ certify thafin sl instances where an offer of compensalion Is mguired. coples of all offers o pay compensation and evidance of their delivery in
accordance with sectiong 3(ci1)(F} andfor ci2KB ) of FIFRA are available and will be submitted 1o he Agancy upon roguest. Should | fall 1o produre such
evigence {o the Agancy upon requast, [understand that the Agency may inffiata aclion 1o dany, cancel or suspand the ragisiration of my preduct in cororeily with
FIFRA,

{ cerfify that the statements T have made on 1his form and ait altachmenis to It ara true, atcurate, and complete. | acknowledya that apy
knowlngiy false or misieading statament may be punishable by fine or Imprisonment or both under applicable taw.

J Date Typed o Printad Name and Tite

Slgnalere /
Rosert Rosenwasser, Diredlorn, Reguatory Aifairs

o 218011
iEPA Forn 857034 (12-2003) Electronic and Paper versions available. Submit onlfy Papar version,
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Form Approved OWE Mo, 20700068
i UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reparting burden for this cottection of information is estimated to average 0,25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary farms. Send comments regarding the

burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to Director: OPPE Information Management Division (2137) U.S.
Environmentat Protection Agency, 401 M Street, 5.W., Washington, DG 20460. Do not send the form to this address.

DATA MATRIX
Date  February 4, 2014 EPA Reg. No. 2596-RAL Page 1 of 2
Applicant's/Registrant’s Name & Address: Hartz Mountain Corporation, 400 Plaza Dr., Product
Secaucus, NJ 07084 Harz Reference #130
Ingredient Fipronil, (S}-methoprene
Guidefing Reference Number i Guideline Study Name MRID Number Submitter Status Note
8301550 Product identification and composition submitted Hartz Qwn
8304_600 _ Be_ginning matedals submitted Hartz Own
830-1650 Destription of formulation process submilted __fHate ____I____%_O_._ug[\ e
830-1670 Formafion of impurities submitfed Hartz Own
830:1750 i Cedified fimits submitted Harlz, Qwin
B30-1800 Enforcement analytical method submitted Hartz _ Own L L
830-6302 Calor submitted Hartz | own Setf-certification
830-8303 Physical state submitied Hartz Orain Seif-cerlification
830-6304 Qdor sﬁbmiﬂed Harlz Qwn Seff-certification
530-6314 Oxidation/Reduction Waiver Hariz Own Self-certification
B30-8315 . Flammabitity submitled Hartz Own Self-certification
830-6316 'M,_}___'Exp‘cvdabiiity Waiver End use product is not potentially explosive,
B30-5317 | 'i Sti:}rage stability To be submitted Hartz Own in progress
B3aC-3310 - Migcibility Waiver End use product is not to be diluted with petrolaum solvents.
Signature 'fi) Name .and Title Date
/Z };__/ gpbeﬂ Rosenwasser February 4, 2011
,% e, irector, Regulatory Affairs
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Faorm Approved OME No., 2760060
LS \ﬁj H

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 3.W,
WASHINGTON, D.C. 20460

Paperwork Reduction Act Netice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activittes and 0.28
hours per response for reregistration end special review aclivities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate ar any other aspect of this collection of information, including suggestions for reducing the burden o Director: OPPE Information Managemant Division (2137} U.S.
Environimental Protection Agency, 401 M Street, SW., Washingion, DT 20480, Do not send the form fo this address.

DATA MATRIX
Date  February 4, 2011 EPA Req. No. 2596-RAL Rage 2 of 2
Applicart's/Registrant’s Name & Address; Hariz Mountain Comporation, 400 Plaza Dr., Product '
Seacaucus, NJ (7064 Hanz Reference #130
Ingredient Fipronit, (S)-mathoprene
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
§30-8320 Corrosion charactenistics To be submitted Hariz Own in progress
830-6321 Dielectiic breakdown voltane Waiver £nd use praduct is not to be used around electrical equipmeant.
830-7000 pH Waiver End use product is nof to be dispersad with wafer,
£30-7100 Viscosily submitied Harlz Own Self-cerfifcation
830-7300 Density submitted Hartz Own | Selt-certification
!
Signature Name and Title Date
Robert Rosenwasser
Girector, Regulatory Affairs February 4. 2011
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Form Apprroved OM8 No, 20760080 |

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY l
401 M Street, S.W. l

WASHINGTON, D.C. 20460 ‘-

Paperwork Reduction Act Notice: The public reparting burden for this collection of information is estimated to average 0,25 hours per response for registration activiliss and 0.25

hours per response for reregistration and spacial review activities, including time for reading the instrucfion and compieting the necessaty forms. Send comments regarding the

burden estimate ar any other aspect of this collection of information, including suggestions for reducing the burden o Director: OPPE Information Managemeat Division (2137} U.8.
Environmental Protection Agency, 401 M Street, 8.W., Washington, DC 20480. Do nol send the form to this address.

DATA MATRIX
Date  February 4, 2011 EPA Reg. No. 2595-RAL Page 1 of 1
Applicant's/Regigtrant’'s Name & Address: Martz Mountain Comporation, 400 Plaza Dr., Product
Secatcus, NJ 07054 Hartz Reference #130
Ingredient Fipronil, {S}-methoprene
Guideiine Reference Number | Guideline Study Name MRID Number Submitter Status Nota

t am using the cite-all method of support,
and have included with this form a list of
i companies sent offers of compensation. |

1 MERIAL, EPA Co. No. 65331

166



o g proved GMB Ho, 2010-006
-
Dol
~wlii-

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Sireet, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information s estimated to average 0.25 hours per response for registration activities and 0.25
bours per response for reregistration and special review aciivities, including time Tor reading the instruction and completing the necessary forms. Send commants regarding the

burden estimate or any other aspect of this collection of infomuation, Including suggestions for reducing the burden to Director: OPPE {aformation Management Division (2137) U.S.
Environmental Protection Agency, 401 M Street, S.W., Washingion, OC 20460, Do not send the formn to this addrass.

DATA MATRIX
Dats  February 15, 2011 : EPA Reg. Mo, 2596-RAL Page 1 of 2
I Applicant's/Registrant's Hame & Address: Hartz Mountain Corporation, 400 Plaza Dr., Product
i Secaugus, Nt 07084 Hartz Reference #130
ingredient Fipronij, (S)-methoprene
Guideline Reference Number | Guidefine Study Name MRID Number Subrmitier Status Note
P e - S - : o oo
Hartz Chwn
Hartz D
Hartz. Own
Hartz Owrl
: _Haﬂz Own
Hartr Own Self-certfication
Hartr Crwn Seif-certification
Hargx Own Self-cartification
. Hartx Owrl Seif-certification
Hartz Ownt Seif-cortification
Eng use product is not potertially explasive.
Hartz i Own J In progress
End use product is not to be diluted with petroleum sofvents,
Name and Title Date
: Robert Rosenwasser
E AR / _ Director, Regutatary Affairs Fabruary 15, 2011
! 2
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Fortn Agproved WHE to. 20760003
2

ik UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The piiblic repotiing burden for this collection of information Is estimated to average 0.25 hours per respoase for registration activities and (.26
hours per response for reregistration and special review aciivities, including tima for reading the instructian and completing the necessary fams. Send comments regarding the
burden estimate or any other aspect of this coilection of Information, including suggestions for reducing the burden to Director: OPPE Infoanation Management Division (2137} U.8.
Environmenial Protaction Agency, 401 M Street, S.W,, Washinaton, DC 20460, Do not send the form to this address.

DATA MATRIX
Date  February 15, 2011 EPA Reg. No. 2886-RAL Page2 ot 2
Apphicant's/Registrant's Name & Address: Hartz Mountaln Corporation, 400 Plaza Dr,, Presiont
Secaucus, N1 07084 Hartz Reference #130

Ingradient Fipront, {Skmethoprens

Guideline Reference Number Guidelina Siudy Name MRIE Number Submitter Status Nate
Hartz ' Own in progress
E

Eng use product is not to be tsed arcund electtical equigment.
End use product s not to be cﬁspersa_g_wim water.

Hartz O Self-certificetion
Hartz Owin Self-certification

Signature

/” -/ Name and Title Date
/ % ﬂL/f \ Robert Rosenwasser
F

Director, Regulatory Affairs | February 13, 201
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R 310

End Use (EP) or Manufacturing Use (MP) product or Technical Grade of the Active Ingredient (TGAID.
Must submit Group Aand B prc_;aamsﬁ chemistry data for each proposed product unless it's a 100%
identfical (repack). _YES cor  {NO/ (clicle one)

N

| EP Data MP Data
Guideline | Group A: Product Chemistry Dato | Submitted | Submitted 'TGAI
 No. Study Title Yes [No |Yes |No |Yes |No |
30.1550 _| Product Identity & Compeosttion | |
Description of matericls used to e \
830.1600 ! produce the product _ -
830.1650 | Description of formujation process 17
830.1670 | Discussion on the formation of impurities | L
830.1700 | Preliminary analysis L E
8301750 | Cerified limits (158.345) o B
830.1800 | Enforcement analytical method g B

EP Daia MP Daito
Guideline | Group B: Product Chemistry Data Study | Submitted | Submitted | TGAI
| No. Title Yos [No iYes 'No |Yes |No
830.6302 | Color L
830.6308 | Physical State
830.6304 | Odor

Stability 1o normal and slevated
830.6313 {temperahures metal and metal ions
Oxidation/Reduction
B830.6314 {Chernicat incompatibility)
8306315 | Flammakbility
830.6316 | Explodability
8306317 | Storage stability
8306319 | Miscibility
830.6320 | Corrosion Characteristics
830.6321 ! Dielectnc Breukdown Voltage
830.7000 | pH
830.7060 | UV/ Visibie Absorption
| 8307100 | Viscosily
§30.7200 | Melling Point
1 830,7220 | Boiling Point
830.7300 | Density
830.7370 _| Dissociation Constant
830.7580 | Partition Ceefficlent
1 830,7840 | Water Solubility
830.7950 | Vapor Prassure
Groyed out = data not required

—_— ¥
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R 310

New products must either: 1) supely the product specific acute toxicity 6 pack dafa (isted below),
or 2) provide a bridging rationale document. The bridging doecument directs GPP 1o use a curently
registered set of 6 acute foxicity daia and label: instead of submifting product specitic data.

Daic
Guideline | Acute foxicity (6 pack) submitied Cited
No. Study Title Yes No Yes i No
870.1100 | Acute Cral (LDSO) v |
8701200 1| Acute Dermat (LDSD) v |
870.1300 | Acute Inhalation (LC50) A _}T,_, -
870.2400 | Acute Eye imifation o
870.2500 | Acute Dermal nitation e -
870.2600 | Dermal Sensifizattion - ]

Efficacy - which guideline is used depends on the proposed label use

Bala t S
Guideline submiited l Ciled

No. StudyTile _ IYes |No |Yes |No |Comments
810.3100 | Soil Treatments for Imparted Fire Anis

Livestfock, Poultry, Fur and Wool-Bearing !
810.3200 | Animal Trectments P )
Treatments to Contral Pests of Humans [ i
and
8103300 | Pels :
, Masquito, Black Fly, and Biting Midge | i
| 8103400 | {Sand Fly) Treatments ;

8103500 | Premises Treaiments

810.3600 1 Structurdl Treatments _ _
| Methods for Efficacy Testing of Termite
810.3800 | Boiis

fd
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Page 171- 172
*Confidential Statements of Formula may be entitled to confidential treatment*





